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highlights
PART 1:

EXECUTIVE SCHEDULE
Executive order placing certain positions in levels IV and
v ......  .................... ............. ........................................  14081

CANADIAN CRUDE OIL ALLOCATION PROGRAM 
FEA announces public hearing on 3-29-77 and requests 
comments by 3-25-77, on three alternative proposals.... 14116

TAX RETURN FORMS
Treasury/IRS solicits comments by 5-16-77.................... 14189

UNIFORM RELOCATION ASSISTANCE AND REAL 
PROPERTY ACQUISITION POLICIES ACT OF 1970 
GSA recodifies guidelines for agency implementation; 
effective 3-15-77........................... ............. .........................  14097

DRUGS FOR HUMAN USE
HEW/FDA provides for the certification of sterile
ticarcillin disodium; effective 3-15-77................. .............  14092
HEW/FDA provides for a minimum shelf-life potency for 
benzylpenicilloyl-polylysine injection; effective 4-14—77.. 14094

FOOD ADDITIVES
HEW/FDA issues temporary stay of stay regarding 
acrylonitrile copolymer beverage containers; effective
3-11-77 ................................................................................... 14095

ANIMAL DRUGS, FEEDS, AND RELATED 
PRODUCTS
HEW/FDA approves safe use of chloramphenicol tablets 
for dogs for treating certain bacterial infections; effective
3 -  15 -7 7 .......................... ........................ ;............... ..............  14095

POLYCHLORINATED BIPHENYLS
HEW/FDA clarifies tolerance levels in animal food and
food-packaging material; effective 3-15-77.....................  14094

LAND MOBILE RADIO SERVICES 
FCC proposes the use of automatic Morse Code identi­
fication equipment; comments by 5-17-77...... ...............  14124

AMATEUR RADIO SERVICE
FCC issues regulations on purity of emissions; effective
4 -  15-77 ..............................................................................  14111

EXPOSURE TO COTTON DUST
Labor/OSHA announces additional locations and dates
for internal hearings; 4-12, and 5-10-77.......................  14134

CONTINUED INSIDE



reminders
(The Items in t*»1« list were editorially compiled as an aid to F ederal Register users. Inclusion or exclusion from this list has no legal 

dgnmi»Am»» since list Is Intended as a reminder, It does not Include effective dates that occur within 14 days of publication.)

Rules Going Into Effect Today

H.R. 3347............................ ...Pub. L. 95-10
To rescind certain budget authority rec­
ommended in the message of the Presi­
dent of September 22, 1976 (H. Doc. 
94—620), transmitted pursuant to the 
Impoundment Control Act of 1974.

(Mar. 10,1977; 91 Stat. 20). 
Price: $.35

List of Public Laws

Note: No public bills which have become 
law were received by the Office of the Federal 
Register for Inclusion in today’s List of 
Public Laws.

AGENCY PUBLICATION ON ASSIGNED DAYS OF THE WEEK
The six-month trial period ended August 6. The program is being continued on a voluntary basis (see OFR 

notice, 41 FR 32914, August 6, 1976). The following agencies have agreed to remain in the program:

Monday Tuesday Wednesday Thursday Friday

NRC USDA/ASCS NRC USDA/ASCS

DOT/COAST GUARD USDA/APHIS DOT/COAST GUARD USDA/APHIS

DOT/NHTSA USDA/FNS DOT/NHTSA USDA/FNS

DOT/FAA USDA/REA DOT/FAA USDA/REA

DOT/OHMO CSC DOT/ÖHMO CSC

DOT/OPSO LABOR DOT/OPSO LABOR

HEW/FDA HEW/FDA

Documents normally scheduled on a day that will be a Federal holiday will be published the next work day 
following the holiday.

Comments on this program are still invited. Comments should be submitted to the Day-of-the-Week Program 
Coordinator, Office of the Federal Register, National Archives and Records Service, General Services Adminis­
tration, Washington, D.C. 20408.

ATTENTION: For questions, corrections, or requests for information please see the list of telephone numbers 
appearing on opposite page.

Published dally, Monday through Friday (no publication on Saturdays, Sundays, or on official Federal 
holidays), by the Office of the Federal Register, National Archives and Records Service, General Services 

J |& J L  Administration, Washington, D.C. 20408, under the Federal Register Act (49 Stat. 500, as amended; 44 U.S.C., 
m * C h .  15) and the regulations of the Administrative Committee of the Federal Register (1 CFR Ch. I ) . Distribution 

is made only by the Superintendent of Documents, U.S. Government Printing Office, Washington, D.C. 20402.
*wwno»v

The Federal Register provides a uniform system for making available to the public regulations and legal notices issued 
by Federal agencies. These include Presidential proclamations and Executive orders and Federal agency documents having 
general applicability and legal effect, documents required to be published by Act of Congress and other Federal agency 
documents of public interest. Documents are on file for public inspection in the Office of the Federal Register the day before 
they are published, unless earlier filing is requested by the issuing agency.

The F ederal Register will be furnished by mail to subscribers, free of postage, for $5.00 per month or $50 per year, payable 
in advance. The charge for individual copies is 75 cents for each issue, or 75 cents for each group of pages as actually bound. 
Remit check or money order, made payable to the Superintendent of Documents, U.S. Government Printing Office, Washington, 
D.C. 20402.

There are no restrictions on the republication of material appearing in the F ederal R egister.
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INFORMATION AND ASSISTANCE
Questions and requests for specific information may be directed to the following numbers. General inquiries

may be made by dialing 202-523-5240.

FEDERAL REGISTER, Daily Issue:
Subscriptions and distribution......  202-783-3238
“ Dial ■ a • Regulation” (recorded 202-523-5022

summary of highlighted docu­
ments appearing in next day's 
issue).

Scheduling of documents for 523-5220
publication.

Copies of documents appearing in 523-5240
the Federal Register.

Corrections......................................... 523-5286
Public Inspection Desk..... ...............  523-5215
Finding Aids............... ............   523-5227

Public Briefings: “ How To Use the 523-5282
Federal Register.“

Code of Federal Regulations (CFR).. 523-5266
Finding Aids...................................   523-5227

PRESIDENTIAL PAPERS:
Executive Orders and Proclama- 523-5233

tions.
Weekly Compilation of Presidential 523-5235

Documents.
Public Papers of the Presidents.... 523-5235
Index ...........................................    523-5235

PUBLIC LAWS:
Public Law dates and numbers......  523-5237
Slip Laws.............................................  523-5237
U.S. Statutes at Large.....................  523-5237
Index .......................     523-5237

U.S. Government Manual.................  523-5230
Automation ...........................................  523-5240
Special Projects.........................   523-5240

HIGHLIGHTS— Continued

COMMUNITY FACILITY LOANS 
Agriculture/FmHA proposes to permit joint financing for
project applicants; comments by 4-14-77........................  14116

SAVINGS AND LOAN ASSOCIATIONS
FHLBB adopts regulations on conversion from mutual to
stock form; effective 4-29-77.......... .............................. . 14085
FHLBB adopts amendments regarding loans to state 
housing corporations; effective 3-9-77.......................... . 14084

PRIVACY ACT
GSA amends systems of records............................ 14171

FOOD STAMP PROGRAM
USDA/FNS amends regulations on general information 
and definitions; effective 10-1-76........... ................ . 14083

ANIMAL WELFARE
USDA/APHIS proposes health certification, C.O.D. trans­
actions, minimum age, recordkeeping, annual reports 
required of research facilities for certain animals; com­
ments by 4-18-77.................................................... ............. 14126

GOVERNMENT IN THE SUNSHINE
The following agencies implements Act:
TVA; effective 3-12-77........ ...................... ............................ 14086
CRC; effective 3-12-77.................................................... . 14107
United States Railway Association; effective 3-12-77...... 14113
FMC; effective 3-15-77...................... ..................................  14110

TAX REFORM ACT OF 1976 
Interior/NPS proposes tax incentives to encourage the 
preservation of historic structures; comments by 
4-14-77.......................................... ....... ......................... ......  14121

NATIONAL REGISTER OF HISTORIC PLACES 
Interior/NPS sets forth notification requirements for 
nominations by State agencies; effective 3-15-77..........  14097

NATURAL GAS ACT OF 1977
FPC issues emergency order.......... ......................................  14170

INCOME TAX
Treasury/I.RS announces percentage to compute tax lia­

bility of foreign corporations carrying on life insurance 
in the United States...................... *.............................. . 14115

MEETINGS—
Federal Elections Commission, 3-16-77...................... 14165
GSA: Regional Public Advisory Panel on Architectural 

and Engineering Services (2 documents); 3-30
and 4-1-77........ .... ......................................... . 14172, 14173

HEW/FDA: Advisory Committee meetings, April............. 14175
Allergenic Extracts Panel, 4-15 and 4-16-77..........  14173

Dental Device Classification Panel, 4—4 and 4-5-77.... 14174 
Interior/NPS: Gateway National Recreation Area Ad- ^

visory Commission, 4-4-77.................. ................... 14183
Secy: Oil Shale Environmental Advisory Panel,

4-6-77'........................................................... ............ 14184
Labor/OSHA: Subgroups on Standards and Policy/

Budget, 4-5-77...........  ...... ........................................  14184
NFAH/NEH: Public Programs Panel Advisory Commit­

tee, 3-31 and 4-1-77...................................................  14186
OPIC: Board of Directors, 3-22-77........ ......................... 14186
USDA/AMS: Shippers Advisory Committee, 3-29-77.. 14136 

APHIS: Pseudorabies Conference, 4-4 and 4-5-77.. 14136 
Nitrites and Nitrosamines Expert Panel, 3-29-77.... 14136 

Equal Employment Opportunity Commission, 
3-15-77 ....................1............. ....... ...... .......................  14156

RESCHEDULED M EET IN G -  
National Advisory Council on the Education of Dis­

advantaged Children, 3-16-77...............................  14186
RB: 3-22-77............. .................................................. ......  14187

PART II:

EMPLOYEE BENEFIT PLANS 
Labor/P&WBP issues final rules on summary plan de­
scription requirements; effective 3-15-77; comments by 
4 -1 5 -7 7 ........................ ................ ......................................... 14266
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HIGH LIGHTS— Continued

Labor/P&WBP defers summary plan description report­
ing and disclosure requirements to 7-15-77; effective 
3 -1 5 -7 7 ........ .....................-..............................................— - 14280

PART III:

LONGSHOREMEN’S AND HARBOR WORKERS’ 
COMPENSATION ACT
Labor/ESA proposes clarification of applications for fees
for services of claimants; comments by 4-14-77............. 14283

PART IV:
COMPREHENSIVE EMPLOYMENT AND TRAINING 
Labor proposes additional guidance to prime sponsors 
for operation and administration of Public Jobs Program; 
comments by 4-13-77............... .............. . ......................  14287

PART V:
FOOD FOR HUMAN CONSUMPTION
HEW/FDA reorganizes and republishes regulations........  14301

contents
THE PRESIDENT

Executive Orders
Executive schedule; placement of 

certain positions in levels IV and 
V  _____________________  14081

EXECUTIVE AGENCIES
AGRICULTURAL MARKETING SERVICE 
Rules
Lemons grown in Ariz. and Calif-_ 14083
Notices
Meetings:

Shipping Advisory Committee— 14136
AGRICULTURE DEPARTMENT 
See Agricultural Marketing Serv­

ice; Animal ancL. Plant Health 
Inspection Service; Farmers 
Home Administration •.'Food and 
Nutrition Service.

ANIMAL AND PLANT HEALTH INSPECTION 
SERVICE

Proposed Rules 
Animal welfare:

Health certification, C.O.D., 
Minimum age, recordkeeping- 14126

Notices
Meetings:

Pseudorabies Conference--------14136
Nitrites and Nitrosamines Ex­

pert Panel________________ 14136
ARTS AND HUMANITIES, NATIONAL 

FOUNDATION
Notices
Meetings:

Public Programs Panel Advisory 
Committee------ ---------------- 14186

CIVIL AERONAUTICS BOARD
Rules
Military transportation; exemp­

tion of air carriers:
Commercial and military fuel 

surcharges; reasonable level
of compensation___________ 14086

Notices
Overseas and Foreign air trans­

portation; baggage allowance .
tariff rules__________ ;______14138

Hearings, etc.:
Business Air Services, Ltd___ 14138
International Air Transport As­

sociation (5 documents)____ 14140,
14141

Trans World Airlines, Inc., et al. 14154

CIVIL RIGHTS COMMISSION 
Rules
Sunshine Act; implementation—  14107
CIVIL SERVICE COMMISSION
Rules
Excepted service :

Executive Office of President—  14083 
Sunshine Act; implementation,

correction _________________  14083

COMMODITY FUTURES TRADING 
COMMISSION

Notices
Associated persons, registration 

as; extension of no-action posi­
tion for certain applicants------ 14156

CUSTOMS SERVICE 
Rules
Liquidation of duties; countervail­

ing duties:
Yarn, cotton, from Brazil------  14089

Notices
Instruments of international traf­

fic:
Bins, wooden, for transporting 

apples___________________  14189

DISEASE CONTROL CENTER 
Notices
Occupational safety and health 

standards for certain chem­
ical agents:

Glycidyl ethers; exposure levels, 
safe standards for employ­
ment; inquiry_____________ 14173

EDUCATION OF DISADVANTAGED CHIL­
DREN, NATIONAL ADVISORY COUNCIL

Notices
Meetings; rescheduled---------------- 14186

EDUCATION OFFICE 
Notices
Audit appeals:

M ichigan___________________ 14181

EMPLOYMENT STANDARDS 
ADMINISTRATION

Proposed Rules
Longshoremen’s and Harbor 

Workers’ Compensation Act: 
Administration and procedures- 14283

Notices
Index to general wage determina­

tion decisions and modifica­
tions; correction------------------- 14184

ENVIRONMENTAL PROTECTION AGENCY
Proposed Rules
Air quality implementation plans:

Vapor recovery; gasoline sta­
tions, stage II; hearing------14124

EQUAL EMPLOYMENT OPPORTUNITY 
COMMISSION

Notices
M eeting------------------    14156
FARMERS HOME ADMINISTRATION
Proposed Rules
Association, community facility 

loans:
Community facilities; develop­

ment,- conservation and uti­
lization --------    14116

Notices
Disaster and emergency areas:

Iowa ______________________ 1^136
Louisiana---------------------------- +4136
Mississippi --------------------------- 14137
Tennessee___________________ 14137

FEDERAL AVIATION ADMINISTRATION
Rules
Special use airspace; prohibited 

area; Plains, Ga.; correction—  14086
FEDERAL COMMUNICATIONS 

COMMISSION
Rules
Amateur radio services:

Emissions authorization---------- *4111
Proposed Rules
Public safety radio services etc.:

Morse code identification equip­
ment, automatic; permission 
to use------------   14124

Notices
Domestic public land mobile radio 

services; applications---------------14163
FM broadcast applications ready 

and available for processing---- 14161
Satellite communications services ; 

applications--------------   14162
Hearings, etc.: —

Nittany Communications, Inc— l4ioo 
United Video, Inc-------------------14161

FEDERAL ELECTION COMMISSION
Notices
Meeting; correction. 14165
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CONTENTS
FEDERAL ENERGY ADMINISTRATION
Rules
Petroleum price regulations, man­

datory:
Refiners; increased non-product 

costs; correction_______:___ 14084
Proposed Rules
Canadian crude oil, mandatory 

allocation_________________ 14116
FEDERAL HOME LOAN BANK BOARD
Rules
Federal Savings and Loan Insur­

ance Corporation:
Conversions; offers and sale of 

securities of converted asso-
ciations______ ___________  14085

Federal savings and loan system, 
etc. :

Investment in state housing cor­
porations ________________  14084

FEDERAL MARITIME COMMISSION 
Rules

Food additives :
Indirect; packaging materials- 14091 
Acrylonitrile copolymer bever­

age containers ; temporary
stay of stay______________  14095

Polychlorinated biphenyls 
(PCB’s) in packaging mate­
rial ________    14094

Zoecon; sponsor name change_ 14095
Biological products:

Collagenase; dating period;
correction___ -___   14095

Drugs, milk imports, etc.; pack­
aging and labeling; administra­
tive practices and procedures 
etc.; recodification and editorial
amendments___________   14089

Food for human consumption:
•w Reorganization and recodifica­

tion ---------------------------- „  14301
Human drugs:

Benzylpenicilloyl-polylysine In­
jection --------------------   14094

Ticarcillin disodium, sterile___  14092
Notices

Emery Power Plant, Emery
County, Utah______________ 14183

Meetings:
Oil Shale Environmental Advi­

sory Panel___ ______________14184
Water development projects; sta­

tus review; hearings; correc­
tion _____    14184

INTERNAL REVENUE SERVICE 
Rules
Income taxes:

Foreign life insurance com­
panies; percentage used to
compute taxes— _________14115

Notices
Authority delegations:

Assistant Commissioner (Com­
pliance) et al.; use of Treas­
ury Seal— ______   14189

Tax forms review program; in­
quiry --------------------------------- i4i89

INTERSTATE COMMERCE COMMISSION
Practice and procedure; Sunshine

Act implementation__________ 14110
Notices
Casualty and nonperformance, 

certificates:
Dominion Navigation Co. Ltd__14166
Marfuerza Compania Maritima

S.A. and Australia Line S.A___ 14167
Westours, Inc_______   14167

Freight forwarder licenses:
Evans International, et al___ _ 14166

Oil pollution, certificates of finan­
cial responsibility_________  14165

FEDERAL POWER COMMISSION
Proposed Rules
Policy and interpretations:

Rates of return on equity, just 
and reasonable; natural gas 
pipeline companies and public
utilities_______ ___ _____ r 14121

Notices
Emergency Natural Gas Act of

1977 --------- «.---------------------- 14170
Hearings, etc.:

City of Phoenix Arizona and 
Salt River Pima-Maricopa
Indian Community_________ 14169

Delmarva Power & Light Co___ 14167
Niagara Mohawk Power Corp_14167
Phillips Petroleum Co. and Kerr

McGee Corp_______ .______14168
Public Service Electric and Gas

Co -------------     14169
Puget Sound Power & Light C o„ 14169
San Diego Gas & Electric Co___ 14169
Southern California Edison Co_ 14169 
Tennessee Gas Pipeline Co____14170

fe d e r a l  r e s e r v e  s y s t e m
Notices
Applications, etc.:

Chemical Financial Corp_____ 14170
Farmers Bancshares, Inc_____14170

food a n d  d r u g  a d m in istr a tio n
Rules
Animal drugs, feeds, and related 

products:
Chloramphenicol tablets______ 14095

Meetings:
Advisory committees, panels, 

etc. (3 documents)__ 14173-14175
FOOD AND NUTRITION SERVICE 
Rules
Food stamp program:

Fiscal year and implementation 
of Public Assistance With­
holding (PA W )„_______ 14083

Notices
Child nutrition programs, cash in 

lieu of commodities; value of 
donated commodities, FY 1977- 14137

GENERAL SERVICES ADMINISTRATION 
See Public Building Service.
Rules
Property management:

Uniform Relocation Assistance 
and Real Property Acquisition 
Policies Act; implementation;
CFR redesignation (2 docu­
ments) _______________ __ 14097

Notices
Meetings:

Architectural and Engineering 
Services Regional Advisory

''Panel (2 documents)_14172, 14173
Privacy Act; changes in systems of 

records__________ _________14171
HEALTH, EDUCATION, AND WELFARE 

DEPARTMENT
See Disease Control Center; Edu­

cation Office; Food and Drug 
Administration; National Insti­
tutes of Health.

HOUSING AND URBAN DEVELOPMENT 
DEPARTMENT 

Rules
Low-income housing:

Public housing program; proto­
type per unit cost schedule— 14096 

INTERIOR DEPARTMENT

Notices
Fourth section applications for re-

Hef —---------- ----------------- „ _  14191
Hearing assignments (2 docu­

ments) ___*______ __________14190
Motor carriers:

Temporary authority applica­
tions ------------------------ -----14191

Petitions filing:
Agriculture Department and 

State of Montana_________ 14194
LABOR DEPARTMENT
See also Employment Standards 

Administration; Occupational 
Safety and Health Administra­
tion; Pension and Welfare Ben­
efit Program Office.

Proposed Rules
Comprehensive Employment and

Training Act:
Public jobs program._______ z 14287

Notices
Adjustment assistance:

General Last Manufacturing
Co— -------------     14186

Lee, Bob, Manufacturing Co., 
et al---------------------------------14185

LAND MANAGEMENT BUREAU 
Notices
Applications, etc.:

Wyoming______  14182
Outer Continental Shelf official 

protraction diagrams; avail­
ability, etc__________________ 14184

NATIONAL INSTITUTES OF HEALTH 
Notices
Carcinogenesis bioassay of 1,1,1,- 

trichloroethane report; avail­
ability ------------------------------- 14181

See also Land Management Bu­
reau; National. Park Service; 
Reclamation Bureau.

Notices
Environmental statements; avail­

ability, etc.:

NATIONAL PARK SERVICE 
Rules
Historic Places National Regis­

ter:
State agency nomination proce­

dures — -------------- ---------  14097
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CONTENTS

Proposed Rules
Ilistoric preservation certifica-
* tions; tax incentives-------------14121

Notices
Historic Places National Register;

pending nominations-------------14182
Meetings:

Gateway National Recreation
Area Advisory Commission— 14183

OCCUPATIONAL SAFETY AND HEALTH
ADMINISTRATION

Proposed Rules
Agriculture health and safety 

standards :
Dust (cotton), exposure; sched­

uling of additional public 
hearings __------------------------ 14134

Notices
Meetings;

Occupational Safety and Health 
National Advisory Commit-

. tee; Standards and Policy/
Budget Subgroups---------------14184

OVERSEAS PRIVATE INVESTMENT
CORPORATION

Notices
Meetings:

Board of Directors—---- .----------14186

PENSION AND WELFARE BENEFIT 
PROGRAMS OFFICE

Rules
Reporting and disclosure require­

ments:
Summary plan description re­

porting and disclosure re­
quirements deferral------------ 14280

Summary plan description re­
quirements ---------------------  14266

PUBLIC ‘BUILDING SERVICE 
Notices
Property transfer; use and access: 

Former Forest Service Work 
Center, Hot Springs, S. Dak__ 14173

RECLAMATION BUREAU 
Notices
Environmental statements; avail­

ability, etc.:
Bumping Lake Enlargement,

Yakima Project, Wash— _— 14182
RENEGOTIATION BOARD 
Notices
Meeting; rescheduled—------------14187
SECURITIES AND EXCHANGE 

COMMISSION
Notices
Hearings, etc.:

Affiliated Fund, Inc. et al___— 14187

Gordon & Co_________________ 14187
Ohio Power Co________  14188

TENNESSEE VALLEY AUTHORITY
Rules
Sunshine Act; implementation__ 14086
TEXTILE AGREEMENTS IMPLEMEN­

TATION COMMITTEE
Notices
Man-made textiles:

China, Republic of; new red 
stamp and signature required 
for visas---------- ----------------14155

TRANSPORTATION DEPARTMENT 
See Federal Aviation Administra­

tion. -
TREASURY DEPARTMENT 
See also Customs Service; Internal 

Revenue Service.
Notices 
Antidumping:

Impression fabric, man-made
fiber, from Japan_________ 14189

UNITED STATES RAILWAY ASSOCIATION 
Rules
Sunshine Act; implementation. __ 14113
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list of cfr ports affected In this issue
The following numerical guide is a list of the parts of each title of the Code of Federal Regulations affected by documents published in today's 

issue. A cumulative list of parts affected, covering the current month to date, follows beginning with the second issue of the month.
A Cumulative List of CFR Sections Affected is published separately at the end of each month. The guide lists the parts and sections affected 

by documents published since the revision date of each title.

3 CFR
Executive Orders :

19 CFR 29 CFR
159 14089 2520 (2 documents)_______ 14266, 14280

11861 (Amended by EO 11976)___ 14081
11976________ ______________ - 14081
5 CFR
213—_____________ ——_______  14083
295—________-____________ C— 14083

20 CFR
P roposed Rules:

702__________ ___________  14284
21 CFR

7 CFR
270— ____       14083
271__________________________  14083
910_____________    14083
Proposed R ules:

1823_____________ : _______14116
9 CFR
Proposed R ules

1____________ 2 ______________ 14126
2—_____       14126

10 CFR
212— _______(_______________  14084
Proposed R ules:

214---------------    14116
12 CFR
545— ------     14084
563---------------------------------------  14084
563b___       14085
14 CFR
73---------- _---------------- j ___ _ 14086
288----------------      14086
18 CFR
301-----------------------     14086
Proposed R ules:

2— ----------------------------------14121

Ch. I__________
1____________ _
2— _ _________________________

4 _______ '—_____ _______
5 _______
8-----Vc------- -----
121—__________
201____________
430____________
436____________
440 (2 documents)
501_____________
502—_________ _
509—_________ _
510 (2 documents)
555___________ _
570________ ___
582—__________
610____________
1210___________
24 CFR
841____________
26 CFR
1____— ______

_____ 14302
______ 14089
_____ 14090
_____ 14090
_____ 14090
_____ 14090
_____ 14095
_____ 14091
_____ 14092
_____ 14092
14093, 14094
_____ 14091
_____ 14091
_____ 14094
14091, 14095
_____ 14095
_____ 14091
____  14091
.......... 14095
____  14091

14096

14115

P roposed R ules:
94 __ _____________ ____  _ 14288
9 5 ______________ ________  14288
98___  ______  _ _________ 14288
99__________________ _______  14288
1028 _ ___ ______________  14134
1910 _ . ______ _____  14134

34 CFR
233______  ___  ____
36 CFR
60— ________________ 14097
P roposed R ules:

67_________________ ____  _ 14121
40 CFR
P roposed R ules:

52_______ _ ___ ___  _ 14124
41 CFR
101-6 __ ____ ______ -----  _ 14097
45 CFR
702________ ________ _
46 CFR
502 ____________________ ___  14110
47 CFR
97______________________
P roposed Rules:

89— ........................___.
91 _ . 14124
93_________ ___ ____ ___14124
95......................................

49 CFR
903.........................................
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CUMULATIVE LIST OF PARTS AFFECTED DURING MARCH

The following numerical guide is a list of parts of each title of the Code of 
Federal Regulations affected by documents published to date during March.

l  CFR 9 CFR— Continued 14 CFR— Continued
Checklist---------- ------------------- 11807
3 CFR
P roclamations:
4489 ________________________11805
4490 ________________-______  13265
Executive Orders:
11808 (Revoked by EO 11975)-------  13267
11861 (Amended by EO 11976)----- 14081
11975_____ 1__________________ 13267
11976—____ ______________ ___  14081
Memorandums :
March 10, 1977________________  13801
5 CFR
2 1 3______________   13533,14083
295_______ ____________  13009,14083
713________l____;___________ — 11807
7 CFR
68._____ ____________ _________  12033
102___________ !______________ 12143
225__________________  11811
270 ___-______________ - ____  14083
271 ________________________  14083
301__________________    13533
622 ___   12035
731______________     13534
907________  12144, 13011, 13269, 13803
910_ 12036,12411,13012,13534,14083
959___________________________12411
1002_________________________ 11822
1030__________________________ 13103
1488_________________________  13535
1901___ .______________________ 12145
1955_________________________  13535
1980— _________________  12036,12145
P roposed R ules:

29______________________1_ 12881
52___________________________— 12058
908,_____________________  12888
918____________________ _13557
932______________________  12063
991________ _______ —____  13301
1011______________________ ____J 12184
1071— ___________ 1______  13024
1073—___________   —  13024
1097_____________________  13024
1102_____________    13024
1104_____________________  13024
1106—____________   13024
1108__________ j _______—  13024
1120_____________________  13024
1126___     13024
1132_____    13024
1138_____________________  13024
1488_____________________  13561
1701________________  13024,13025
1823____     14116
1804________ ;____________ 11841
1901.......       13116

8 CFR
245______    12412
9 CFR
78____________ _•________ 12413,13536
82________________ 11824,13012,13536
112_____________    11824
312.________________________   11825

322__________   11825
331,_____ __________  12177,12415,13013
381_____________________________ 12177,

12415, 12416, 13013^13269, 13537
P roposed Rules:

1 _      14126
2 ___   14126
325______________________________  _  12435

10 CFR
9 ____ — _____________ - 12875
51 ____________________________  13803
212__________— __________  13013, 14084
604_____________________________12161
FEA R ulings:

1977-4_____ _______—_______12161
P roposed R ules:

35———________________________— 12185
51 _______________________ — 12186
70______ ___________________  13834
150________ ______——______ 13837
211 __________  11842,12187, 13116
212 _________________ 12066, 13116
214_______________ r________ 14116

11 CFR
2 __________ __________________  13202
3 _________________________—— 13202

221a______________________  12169,13016
241_____ __________— __________11826
288______________    14086
385______________- ______________ 13016
1201______________ ______________ 12169
P roposed R ules:

39— _____ —— 12190,13302,13837
71_______  12190,13302-13304,13838
73____________________  13304,13305
75____ __—_________________12191
221____ _______________— „  11843
292__________________________12191
378a________ !_______ _______  12066

15 CFR
371__   12852
376______— ________________  12852
16 CFR
0_______________ —_________— 13540
Ch. I________________________ 12171
2 __________________________  13540
3 ________________    13540
4 ______________________  13540, 13820
13_________  12038, 12041, 13109, 13820
14—___________ ____ ________ - 13541
P roposed R ules:

1301_______ ______________  12889
12 CFR 17 CFR
204— ____   13296
217_________________________  13296
226__________ ____  12851,13103,13296
261b________ ____ _________—  13297
271__________________________  13299
281________ t_________ _______  13300
335___________________________13104
407___________________________12417
505b____      13107
545„________________________  14084
563_____________________   14084
563b____     14085
604________________ ___ ;_____ 12161
720__________ _________________ 13015
P roposed R ules:

329___   12188
545________________ — 1— 13301
614_____   12189
619___   12189

13 CFR
107_________________   12037
112_________________________   13537
306______________ : _____  12037, 12419
315___  12419
P roposed Rules:

107 ___________   13561
108 _____   11842
121______________________  12435

14 CFR
36__________ —____________ — 12360
39-___________ — __________ 12163,

12166, 12167, 13270, 13271, 13818
71—________ 12167, 13272, 13273, 13819
73___ _______ 11826,12168,13273,14086
97____________________ _ 12168,13273
221_______________________ —  12420

1 _______________________ _ 12375
10___________________________  13700
12___________     13701
17___________________________  12375
147_______ ___________-______  13704
211__________________________  13821
230_____ ——•________________  12880
239 _______________ , _______ _ 12349
240 __ 11829,12171,12342,12422,13109
249_______________  11829, 12353,12422
P roposed R ules :

4______________   13121
210____________ ____  13122, 13838
211-_____________________  13838
240— ___  11844, 12191, 12355, 13122
270______________________  12436

18 CFR
295______________
301______________
415______________
420______________
P roposed R ules:

2—_________
3_________—
33 ________
34 ________
35 ________
101_________
104_________
125______ —
131-________
141_________
154_________
201_________
204_________
270_________
260_________

12172, 12423,13110
____________  14086
à __________  13541
_________    13544

12072, 14121
_____  12072
_____  12072
_____  12072
______ 12072
_____  12072
_____  12072
______ 12072
______ 12072
____ _ 12072
______ 12072
______ 12072
_____ 12072
_____ 13561

______  12072

viii FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



FEDERAL REGISTER

19 CFR
159________ —
210_ ....................... — ------------

20 CFR
Proposed R ules:

21 CFR
Ch. I_________
1--------------------
2_______________
4_------- -----------
5-----  —
8............. .............
9_____________
121------ -----------
201——------------
207___________
210___________
225___________
430___________
436___________
440___________
501.__________
502____  —
509 _______
510 ....... .....
520___________
522___   _
555___________
558— _____
561___________
570___________

■582— _________
610___________
1210_._____
Proposed R ules:

2___________
121_______
561________
606________
640________
808________
820________
1020_______
1309_______

22 CFR
708___________

24 CFR
35__—..........
58_____
207___
213___
221_____
231—
570„.
841—
880—
881_
883__
1914_______
Proposed R ules:

16—_____
2205_____ __

25 CFR
221_
233_
504_____ ”2111! \
Proposed R ules: 

43n______

13016, 14089 
_____  13110

14284

____  14302
-----------------  14089
_____  12423, .14090
........... ...........  14090
_____ _____  14090
12423-12426, 14090 

. 12423,12424,12426
____  13546, 14095
___________  14091
—  ____ 13017
___ _______  12426
___________  12426
.—........ — _ 14092
..............   14092
____  14093, 14094
____ ____ — 14091
___ _______  14091
___________ 14094
13548, 14091, 14095 
----- — 13018,13549
— ------------- 13549
___________ 14095
_____  13548,13550

___.C_____ 12427
_______—„  14091
__________  14091
----------------  14095
—a________ 14091

12436
13562
11850
12441
12441
12442 
11998 
12441 
12889

13110

13112
13206
13112
13112
13112
13112
13206
14096
12980
12981
12982 
12382

13123
13442

11830
13821
13823

13123

26 CFR
1--------- 12178-12180, 13018, 13826, 14115
7------------- - -------------------------------- H833
404-----------------------------------  12042,12181
P roposed R ules:

1_____________
4 8 ___________

28  CFR
0 _________________
2 _ „ _
16_________________
50_________________

—  11845,12199,13025

------------  12043, 13305
------ —-----------  12045

P roposed R ules:
2__________ —

29 CFR
1 5 ___________
102__________ ------------  13113,13550
1 6 1 2 ____________
1951 ________
1952— ___________
1956_ _ ________
2520 ________ _____

Proposed R ules:
94____________
95____________
98 _______
9 9 _______  _
215 ____
1028_
1910_________ ------------ 13025, 14134

30  CFR
P roposed R ules:

55 _ .  _ _ __ i2 4 4 2 ,13840
56 _ — 12442, 13840
57____ ______ _ 12068, 12442,13840

32 CFR
242a
243__________ 13018
251_________ __ „
256______
581
1281. _________
1482 ___________
P roposed R ules:

865— ______
33 CFR
207__________
209
P roposed R ules:

110_ _ __ — 12202, 12889, 12890
128_
207— _ _ _

34  CFR
233- __________ __----------------------  14097
36  CFR
6 0 ________________ ----------------------  14097
231
800_ _ _ ----------------------  12858
Proposed R ules:

67__________ __ ___________ — 14121
231 _ 12890, 13565

38 CFR
Ch. I— _ ___
P roposed R ules:

13_______ _____ ---------------—  12202

39 CFR
1------------------------ ------- ---------------  12859
t --------------------------   12859
J------------------------------------------  12860
4 ----------------------------- * -------------------- 12861D—----------------------   12861
b------------------------------------------  12862
/ ----------- -----------------------— ------- i 2862
8 ------------------------------------------  12864
3001------------------------------ 13287,13826
P roposed R ules:

111------------------  12068, 12069, 13565
-------------------------------------  133073001---------------    13841

40 CFR
52-------------- , ———--------------------  13826

------------------------ -----------— 12127ISO....................... ............................ . 13! 14
305-------------------------  llg35
P roposed Rules:

22----------------------------------------- i 3307
5 2 „  13026, 13128,13307-13309, 14124
55-------   i 3566
60- ------- --------------- —_ 12130, 13566
61------------------------- 12122
180--------- 11850, 13129, 13841, 13842
403— ---------------   i 3843
700--------------------------------------  13130
710----------------------------------------13130

41 CFR
8-1_____ _
51-1— . ______
51-2_______
51-3-_______
51-5_________
101-6_______________
101-29—_______
101-34— _____
105-61_______
Ch. 114________
Proposed R ules:

101-25___
101-43_____
101-44_____
101-45_____

13827 
13552 
13552
13552
13553 
14097
13828 
11836 
13022
13829

11848
12892
12892
12892

43 CFR
P roposed R ules:

3800---------------- 12071, 12895, 13567
4100---------------------------------------  13567
4200---------------------------------------  13567
4300---------------------------------------- 13567
4700---------------------------------------  13567
9230—---------     13567

45 CFR
205--------------    12046
233—  —  -------------------------------------  13292
702------------------- — ---------------------  14107
706-------------------    12046
1061------------ ----------------------- 12047, 13292
1703-----------------------------------------------13553

P roposed R ules:
1115--------------------------—— _ 13027

46 CFR
10____
221____
294____
308____
502— 
503____

______ 12173
______ 11837
______ 11837
______ 13023
_____  14110
12049,13115

FEDERAL REGISTER. VOL. 42. NO. 50— TUESDAY. MARCH 15. 1977 ix



FEDERAL REGISTER

46 CFR— Continued
P roposed B ules:

157 ____ ______ 13844
176 _________ 13844
186 _______________ 13844

Ch. IV ........... ........... . ... 11849

47 CFR
12864

12173,12864
fil __________________ 12173
64 ____________....................... 13029
68 _______________ 12056
73 ____________ 13115
97 _ __________ 14111

P roposed R ules:
2 — ................... ............... 12203, 12204
21 __________________________ 13309
61 _________ ______________ 13139
73_______ ____________ 12896,13140
89............. ................. ____  14124
91 _________ ___ 14124
93 ____________ < _ 14124
95________________ — _____________14124
97___________________ ___________  12204

49 CFR
1________       12176
220__________________________12176
258__________________________  12434
260_______________ _____  12434,13278
268--------    11838
533________ -________________  13807
571 ________________________  12869
572 ___________________________—  12176
609.____________  13816
801__________________________  13284
804_________ -_______ _______ - 13284
903_______ __________________ 14113
1012_________________________  13796
1033_____—  11838, 12056, 12057, 13818
1056—_________________________ -- - -  11839
P roposed R ules:

170    13309
171    13309
172  ____________________  13309
173 ____________________  13309
174 _ 13309
175 ___________   — 13309

49 CFR— Continued
176 _______ _______ ;__  13309
177 ____    13309
178   ________ -— *.--------  13309
179 __________________ 13309
Ch. II________   13309
258.......   12443
571....................- ____ ______ « 12207
575-......... - _____ _______  12208
821____________ _______  12208
825....... ................ _______  12208

50 CFR
33_________________ 13115,13829
2 1 6 _______________ 12010,12874
611________________ „  12057,12176
620________________ _______  11839
621—......... —_______ _______  12026
651_____________— ............... 13998

P roposed Rules: '
16— .................. _______  12972
17____ _____— 13567,13569
20_____________ _______13311
263..... .................. ...............  11849
274......... .............. _______  11849
280— .................. _______  12443

FEDERAL REGISTER PAGES AND DATES— MARCH

Pages Date
11805-12032.......................... —— Mar. 1
12033-12141_________ - ...........- 2
12143-12410.........   3
12411-12850______- .............. —  4
12851-13007-................................. 7

Pages Date
13009-13102__________  8
13103-13263_________________ 9
13265-13532________________   10
13533-13800___________________  H
13801-14080___________________  14
14081-14669_____________   15

X FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



presidential documents
Title 3—The President

Executive Order 11976 March 11, 1977

Amending Executive Order No. 11861, as Amended, Placing Certain Positions 
in Levels IV and V of the Executive Schedule

By virtue of the authority vested in me by Section 5317 of Title 5 of the United 
States Code, and as President of the United States of America,' it is hereby ordered as 
follows:

Section 1. Section 1 of Executive Order No. 11861, as amended, placing certain 
positions in level IV of the Executive Schedule, is further amended by adding thereto 
“(17) Director of Agricultural Economics, Department of Agriculture.” and “(18) 
Assistant to the Secretary for Legislative Affairs, Department of Defense.”.

Sec. 2. Section 2 of Executive Order No. 11861, as amended, placing certain posi­
tions in level V of the Executive Schedule, is further amended by deleting “ (1) 
Defense Representative, Iran, Department of Defense.” and “(9) Deputy Assistant 
Secretary for Housing, Department of Housing and Urban Development.”.

T h e  W hite H ouse,
March 11, 1977.

[FR Doc.77-7762 Filed 3-11-77;4:24 pm]
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rules end regulations
This section of the FEDERAL REGISTER contains regulatory documents having general applicability and legal effect most of which are 

keyed to and codified in the Code of Federal Regulations, which is published under 50 titles pursuant to 44 U.S.C. 1510.
The Code of Federal Regulations is sold by the Superintendent of Documents. Prices of new books are listed in the first FEDERAL 

REGISTER Issue of each month.

Title 5— Administrative Personnel
CHAPTER I— CIVIL SERVICE 

COMMISSION
PART 213— EXCEPTED SERVICE 
Executive Office of the President 

AGENCY: Civil Service Commission. 
ACTION: Pinal Rule.
SUMMARY: This amendment excepts 
from the competitive service all positions 
on the staff of the Office of Drug Abuse 
Policy with the provision that no one 
may serve under this authority after 
September 30, 1978. This exception is 
granted because it is impracticable ,to 
examine for these positions.
EFFECTIVE DATE: March 15, 1977.
FOR FURTHER INFORMATION CON­
TACT:

William Bohling, 202-632-4533.
Accordingly, 5 CFR 213.3103(f)(1) is 

added to read as follows:
§ 213.3103 Executive Office of the Presi­

dent.
* * * * *

(f) Office of Drug Abuse Policy. (1) All 
positions on the staff of the Office of Drug 
Abuse Policy. No one may serve under 
this authority after September 30, 1978.
(5 U.S.C. 3301, 3302; EO 10577, 3 CFR 1954- 
1958 Comp.-, p. 218)

United S tates Civil S erv­
ice Commission,

James C. S pry,
Executive Assistant to 

the Commissioners. 
[FR Doc.77-7572 Filed 3-14-77;8:45 am]

PART 295— PUBLIC OBSERVATION OF 
COMMISSION MEETINGS

Final Regulations; Correction
The following changes should be made 

in the document appearing in the F ed­
eral Register of Tuesday, March 8,1977, 
42 FR 13099, (FR Doc. 72-6949) :

(1) On page 13010 in § 295.202(a) (3). 
The material in parentheses on the third 
line should read “ (other than section 552 
of Title 5 United States Code) ”.

(2) On page 13011 in § 295.208. Delete 
the word “eight” and insert “seven” in 
the fourth line.

(3) On page 13011 in § 295.401(a). 
Add, at the end of the first sentence, the 
words, “whichever occurs later”.

D onald J. B iglin, 
Director, Bureau of 

Management Services.
[FR Doc.77-7747 Filed 3-14-77; 8:45 am]

Title 7— Agriculture
CHAPTER II— FOOD AND NUTRITION

SERVICE, DEPARTMENT OF AGRICUL­
TURE
SUBCHAPTER C— FOOD STAMP PROGRAM 

[Arndt. No. 104]
PART 270— GENERAL INFORMATION AND 

DEFINITIONS
PART 271— PARTICIPATION OF STATE 

AGENCIES AND ELIGIBLE HOUSEHOLDS 
Fiscal Year and Public Assistance 

Withholding (PAW)
Pursuant to the authority contained 

in the Food Stamp Act of 1964, • as 
amended, (78 Stat. 703, as amended; 7 
U.S.C. 2011-2026), regulations governing 
the operation of the Food Stamp Pro­
gram are hereby amended. Section 270.2, 
“Definitions”, and §271.6, “Methods of 
distributing, issuing, and accounting for 
coupons and receipts”, are revised to 
comply with legislative changes concern­
ing the definition of Federal fiscal year 
and the implementation of Public Assist­
ance Withholding (PAW).

The definition of a Federal fiscal year 
was modified to cover the period from 
October 1 through September 30, instead 
of July 1 through June 30, by Pub. L. 93- 
344, which mandated the change be 
effective in 1976. Section 270.2(u) is re­
vised accordingly as set forth below.

Pub. L. 94-585 permanently made 
adoption of PAW optional for State 
agencies. PAW is a method for recipients 
of Public Assistance payments under 
Title ÏV of the Social Security Act to 
have their food stamp purchase require­
ments deducted from their payments 
and to receive their coupons through the 
mail. Section 271.6(d) (2) is revised 
accordingly as set forth below.

Pub. L. 94-585 also provides that costs 
States incur in administering PAW be 
paid from Food Stamp Program funds. 
PAW costs are currently considered op­
erating costs of the program and fall 
under the cost-sharing provisions of the 
Food Stamp Act. States are reimbursed 
for 50 percentum of these costs by the 
Department. Based on the legislative 
history of Pub. L. 94-585 the current 
cost-sharing provisions remain in ef­
fect. (See Senate Report No. .94-1345, 
at 3.)

Due to the need for immediate revision 
of the affected provisions to comply with 
the legislative directives it is unneces­
sary and contrary to the public interest 
to give notice of proposed rulemaking.

Accordingly, Parts 270 and 271 of 
Chapter n, Title 7 of the Code of Fed­
eral Regulations are hereby amended as 
follows:

(1) In § 270.2, paragraph (u) is 
amended to read:

§ 270.2 Definitions.
*  *  *  *  *

(u) “Federal fiscal year” means a pe­
riod of 12 calendar months beginning 
with October 1 of any calendar year and 
ending with September 30 of the fol­
lowing calendar year.

*  *  *  *  *

(2) In § 271.6, paragraph (d) (2) is 
amended to read:
§ 271.6  Methods o f distributing, issuing, 

and accounting for coupons and re­
ceipts.
* * * * *

(d) * * *
(2) The State agency may permit 

any household participating in the pro­
gram, if it so elects, to have the cost of 
its full monthly coupon allotment de­
ducted from any grant or payment-such 
household may be entitled to receive 
under Title IV of the Social Security Act, 
and have its full monthly coupon allot­
ment distributed to it.

* * * * *
(78 Stat. 703, as amended; (7 U.S.C. 2011- 
2026).)

Effective date. This amendment is ef­
fective October 1,1976.
(Catalog of Federal Domestic Assistance 
Programs No. 10,551, Food Stamps.)

Dated: March 11,1977.
B ob Bergland, 

Secretary.
[FR Doc.77-7679 Filed 3-14r-77;8:45 am]

CHAPTER IX— AGRICULTURAL MARKET­
ING SERVICE (MARKETING AGREE­
MENTS AND ORDERS; FRUITS, VEGE­
TABLES, NUTS), DEPARTMENT OF 
AGRICULTURE

[Lemon Reg. 82, Arndt. 1]
PART 910— LEMONS GROWN IN 

CALIFORNIA AND ARIZONA
Limitation of Handling 

This regulation increases the quantity 
of California-Arizona lemons that may 
be shipped to fresh market during the 
weekly regulation period March 6-12, 
1977. The quantity that may be shipped 
is increased due to improved market con­
ditions for Califomia-Arizona lemons. 
The regulation and this amendment are 
issued pursuant to the Agricultural Mar­
keting Agreement Act of 1937, as 
amended, and Marketing Order No. 910.

(a) Findings. (1) Pursuant to the mar­
keting agreement, as amended, and 
Order No. 910, as amended (7 CFR Part 
910), regulating the handling of lemons 
grown in California and Arizona, effec­
tive under the applicable provisions òf 
the Agricultural Marketing Agreement 
Act of 1937, as amended (7 U.S.C. 601- 
674), and upon the basis of the recom-
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mendations and information submitted 
by the Lemon Administrative Commit­
tee, established under the said amended 
marketing agreement and order, and 
upon other available information, it is 
hereby found that the limitation of han­
dling of such lemons, as hereinafter pro­
vided, will tend to effectuate the declared 
policy of the act.

(2) The need for an increase in the 
quantity of lemons available for handling 
during the current week results from 
changés that have taken place in the 
marketing situation since the issuance 
of Lemon Regulation 82 (42 F.R. 12411). 
The marketing picture now indicates 
that there is a greater demand for lemons 
than existed when the regulation was 
made effective. Therefore, in order to 
provide an opportunity for handlers to 
handle a sufficient volume of lemons to 
fill the current market demand thereby 
making a greater quantity of lemons 
available to meet such increased demand, 
the regulation should be amended, as 
hereinafter set forth.

(3) I t  is hereby further found that 
it is impracticable and contrary to the 
public interest to give preliminary no­
tice, engage in public rule-making pro­
cedure, and postpone the effective date 
of this amendment until 30 days after 
publication hereof in the Federal Regis­
ter (5 U.S.C. 553) because the time in­
tervening between the date when infor­
mation upon which this amendment is 
based became available and the time 
when this amendment must become ef­
fective in order to effectuate the declared 
policy of the act is insufficient, and this

am endm ent relieves restriction on the 
handling of lemons grown in California 
and Arizona.

(b) Order, as amended. Paragraph (b)
(1) of § 910.382 (Lemon Regulation 82 
(42 F.R. 12411) ) is- hereby amended to 
read as follows: “The quantity of lemons 
grown in California and Arizona which 
may be handled during the period March 
6,1977 through March 12,1977, is hereby 
fixed a t 230,000 cartons.”
(Secs. 1-19, 48 Stat. 31, as amended; (7 U.S.C. 
601-674).)

Dated: March 9,1977.
Charles R. B rader, 

Deputy Director, Fruit and Veg­
etable Division, Agricultural 
Marketing Service.

[FR Doc.77-7559 Filed 3-14-77;8:45 am]

Title 10— Energy
CHAPTER II— FEDERAL ENERGY 

ADMINISTRATION
PART 212— MANDATORY PETROLEUM 

PRICE REGULATIONS
Amendments to the Refiner Price Regula­

tions— Increased Non-Product Costs 
and Allocation of Increased Costs to Ex­
empt Products; Correction
In FR Doc. 77-2432 appearing at 5023 

in the F ederal R egister of Janu­
ary 27, 1977, the following correction is 
made:

On page 5028, column 3, at lines 80 and 
83, § 212.83(c) (2) (iii) (E) is corrected in 
the definitions of “CV” and “Cn°” by de­
leting the word "increased.”

E ricJ. F ygi, 
Acting General Counsel.

March 9, 1977.
[FR Doc.77-7506 Filed 3-10-77; 9:16 am]

Title 12— Banks and Banking
CHAPTER V— FEDERAL HOME LOAN 

BANK BOARD
SUBCHAPTER C— FEDERAL SAVINGS AND 

LOAN SYSTEM
[No. 77-170] I

PART 545— OPERATIONS
SUBCHAPTER D— FEDERAL SAVINGS AND LOAN 

INSURANCE CORPORATION
PART 563— OPERATIONS

Liberalizing State Housing Corporation 
Investment

March 9,1977.
AGENCY: Federal Home Loan Bank 
Board.
ACTION : Final rules.
SUMMARY: By these rules, the Board is 
adding a new paragraph (c) to § 545.6-25 
of the rules and regulations for the Fed­
eral Savings and Loan System (12 CFR 
Part 545) and to § 563.9-5 of the rules 
and regulations for Insurance of Ac­
counts (12 CFR Part 563) to allow Fed- 
erally-ehartered savings and loan asso­
ciations and State-chartered associa­
tions insured by the Federal Savings and 
Loan Corporation to apply to the Board 
for a waiver of the 5 percent of net worth 
limitation on loans and loan commit­
ments which such associations may make 
to state housing corporations. The Board 
anticipates that the effect of this pro­
vision will be greater participation by 
such institutions in innovative programs 
designed to stimulate improved low and 
moderate income housing in their com­
munities.
EFFECTIVE DATE: March 9, 1977.
FOR FURTHER INFORMATION CON­
TACT:

Harry W. Quillian, Regulations Divi­
sion, Office of the General Counsel, 
Federal Home Loan Bank Board, 
Washington, D.C. 20552 (202-376-
3556).

SUPPLEMENTARY INFORMATION : 
By companion Resolutions No. 74-312 
and No. 74-313, dated April 17, 1974, the 
Board adopted amendments to Part 545 
of the rules and regulations for the Fed­
eral Savings and Loan System (12 CFR 
Part 545) and to Part 563 of the rules 
and regulations for Insurance of Ac­
counts (12 CFR Part 563) to implement 
sections 5(b) and 5(d) (1) of Pub. L. 93- 
100 (87 Stat. 342; August 16, 1973), 
which authorized the Board to allow and 
regulate investment in state housing 
corporations by Federally-chartered and 
Federally-insured, State-chartered sav­

ings and loan associations. In imposing 
restrictions and limitations upon invest­
ment in state housing corporations, the 
Board considered that the nature of 
their activities could involve higher than 
normal risk for associations investing in 
them.

Since 1973, when such investment was 
first allowed, the Board has observed 
that a number of new State programs 
have evolved which would encourage 
greater lending involvement by thrift in­
stitutions in community low and moder­
ate income housing programs without 
undue investment risk. The Board there­
fore believes it appropriate to accept for 
consideration on a case-by-case basis 
requests of individual institutions for 
waiver of the 5-percent-of-net-worth 
limitation in these regulations.

Since these amendments relieve re­
striction, and it is in the public interest 
that they become effective without delay, 
the Board hereby finds that notice and. 
public procedure with respect to such 
amendments are contrary to the public 
interest and unnecessary under the pro­
visions of 12 CFR 508.11 and 5 U.S.C. 
553(b) ; and since publication of such 
amendments for the period of time 
specified in 12 CFR 508.14 and 5 U.S.C. 
553(d) prior to the effective date of such 
amendments would, in the opinion of the 
Board, likewise be unnecessary for the 
same reasons, the Board hereby provides 
that such amendments shall become ef­
fective as stated below.

Accordingly, the Board hereby amends 
Parts 545 and 563 by adding thereto new 
§§ 545.6-25 (c) and 563.9-5 (c) to read as 
set forth below, effective March 9, 1977.

1. Add new paragraph (c) to § 545.6- 
25 as follows :
§ 545.6—25 Investment in state housing 

corporations.
* # * * *

(c) The Board will consider, and 
where justified may approve, on a case- 
by-case basis, a written request by a 
Federal association for waiver of the 5 
percentum of net worth loan limitation 
in paragraph (a) of this section.

2. Add new paragraph (c) to § 563.9-5 
as follows:
§ 563.9—5 Investment in state housing 

corporations.
* * * * *

(c) The Board will consider, and 
where justified may approve, on a case- 
by-case basis, a written request by an 
insured institution for waiver of the 5 
percentum of net worth loan limitation 
in paragraph (a) of this section.
(Secs. 5, 402, 403, 48 Stat. 132, 1256, 1257, as 
amended (12 U.S.C. 1464, 1725, 1726); Reorg. 
Plan No. 3 of 1947, 12 FR 4981, 3 CFR 1943- 
48 Comp. 1071.)

By the Federal Homè Loan Bank
Board.

J. J. Finn , 
Secretary.

[FR Doc.77-7467 Filed 3-14-77;8:45 am]
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SUBCHAPTER D— RULES AND REGULATIONS 

FOR INSURANCE OF ACCOUNTS
[No. 77-173]

PART 563b— CONVERSIONS FROM 
MUTUAL TO STOCK FORM

Offers for and Sale of Securities of 
Converting Associations

S ummary

March 9, 1977.
The following summary of the amend­

ment adopted by this Resolution is pro­
vided for the reader’s convenience and 
is subject to the full explanation in the 
following preamble and to the specific 
provisions of the regulation.

1. PRESENT SITUATION— TEMPORARY 
§ 563b.9

A. Prohibits exercise of conversion 
subscription rights pursuant to an agree­
ment or understanding prior to comple­
tion of conversion to transfer such rights 
or the underlying securities to the ac­
count of another.

B. Prohibits any offer or announce­
ment of an offer for a converting insti­
tution’s conversion securities prior to 
completion of conversion.

C. Prohibits any offer by any person 
for a converted institution’s securities 
after completion of conversion if the 
effect is that such person would be the 
beneficial owner of more than 10 percent 
of any class of the converted institution’s 
stock, unless such offer receives prior 
written approval of the Federal Savings 
and Loan Insurance Corporation. The 
prohibition remains in effect for a period 
of 3 years from the date of completion 
of the conversion.

D. Excepts from such prohibition of­
fers directly to the association or under­
writers acting on its behalf.

E. Prescribes civil penalties for any 
violation of the regulation involving per­
sons connected with the association.

F. Prescribes criteria for denial of the 
prior written approval required by the 
regulation.

G. Expires on April 30, 1977, unless 
extended or made permanent.

II. NEW ACTION

A. The expiration date is revoked, and 
the regulation thus made permanent, ex­
cept as later amended or revoked.

B. Additional exceptions are provided, 
but the regulation otherwise remains 
unchanged.

III. REASONS FOR THE REGULATION

A. To clarify the meaning of existing 
Board regulations prohibiting transfer of 
subscription rights.

B. To protect the integrity of the 
Board’s conversion process and lessen 
the vulnerability of newly converted 
institutions to attempts to take unfair 
advantage of the results of conversion.

By Resolution No. 76-848 of Novem­
ber 10, 1976, the Federal Home Loan 
Bank Board adopted a new § 563b.9 to 
its conversion regulations (12 CFR Part 
563b) to clarify that certain actions re­
lating to transfer of subscription rights 
m insured institutions converting from

mutual to stock form are prohibited by for willful violations of § 563b.9. Para-
those regulations and for other purposes 
described in the preamble of that Reso­
lution. The new amendments, published 
in the F ederal Register on November 16, 
1976, were adopted as temporary regula­
tions effective on that date to expire on 
April 30, 1977, unless extended or made 
permanent. Interested persons were in­
vited to submit written data, views, and 
arguments to the Office of the Secretary 
of the Federal Home Loan Bank Hoard 
by December 17, 1976, as to whether the 
amendments should be modified, made 
permanent, or revoked.

On the basis of its consideration of 
all relevant material presented by in­
terested persons and otherwise available 
to it, the Board deems it advisable to 
modify § 563b.9 as described below and 
to revoke the April 30, 1977, expiration 
date, thus making the regulation per­
manent unless it is later amended or re­
voked by the Board.

The prohibitions clarified or estab­
lished by § 563b.9 are stated in para­
graphs (b), (c), and (d) thereof. Their 
scope and effect were explained in the 
preamble to Board Resolution No. 76- 
848 as follows:

Paragraph (b) applies to transfer of 
subscription rights or the underlying se­
curities during a conversion and clarifies 
the prohibition already inherent in 
§ 563b.3-of the existing regulations. It 
prohibits, prior to completion of a con­
version, any agreement or understand­
ing of any kind to transfer the legal or 
beneficial ownership of conversion se­
curities to the account of another. The 
prohibition is not intended to prohibit 
any hypothecation of securities validly 
purchased.

Paragraph (c) prohibits any offer for a 
converting or converted association’s se­
curities prior to completion of the con­
version. It also prohibits an announce­
ment of intent to make such an offer, be­
cause such an announcement would cre­
ate an atmosphere calculated to induce 
the exercise of subscription rights for the 
account of the offerors. As with para­
graph (b), this prohibition is intended 
to clarify the existing regulatory provi­
sions (§ 563b.3).

Paragraph (d) is new. I t  prohibits, 
without prior written approval of the 
Federal Savings and Loan Insurance 
Corporation, any offer or announcement 
of an offer for any equity security of a 
converted association if the effect of con­
summation would be that the offeror 
would hold more than 10 percent of such 
class of security. The prohibition is ap­
plicable for a period of three years fol­
lowing the date of completion of the con­
version. The language as to equity secu­
rity and 10 percent beneficial owner is 
modeled after language in the Securities 
Exchange Act (15 U.S.C. 78m) and is 
intended to have a similar meaning.

These prohibitory provisions are made 
permanent without modifi ~ r„tion by the 
Board’s present action, as are the defini­
tions in paragraph (a), the criteria in 
paragraph (f) for denial of applications 
made under paragraph (d), and the pro­
visions in paragraph (g) for penalties

graph (e) is modified to include three 
categories of. exceptions from the pro­
hibitions of § 563b.9 as follows:

The exception in paragraph (e) (1) is 
new, and reflects the Board’s experience 
that certain agreements may be neces­
sary to effect private distribution, under 
§ 563b.3(d) (4), of stock not taken down 
by account holders and other members 
with subscription rights in a converting 
institution, and. by management under 
the management set aside provision. 
Paragraph (e) (1) will permit such agree­
ments with prior written approval of the 
Corporation.

Paragraph (e) (2) is the same as para­
graph (e) of the temporary regulation. 
I t  provides an exception from para­
graphs (c) and (d) for any offer made 
exclusively to the association or under­
writers or selling group acting on its 
behalf.

Paragraph (e)(3) contains a limited 
exception from the prohibition of para­
graph (d). Paragraph (e) (3) is modeled 
after section 13(d)(8) of the Securities 
Exchange Act of 1934, but unlike that 
Act, which excepts acquisitions not ex­
ceeding two percent per year, subpara­
graph (e) (3) only excepts offers which 
would if consummated effect acquisition 
by a person of not more than one percent 
of any class of equity security of a con­
verting institution. However, the pro­
hibition of paragraph (d) would apply, 
even to an annual acquisition of one per­
cent or less, if such prohibition is made 
applicable by prior advice in writing by 
the Corporation.

As hereby made permanent, § 563b.9 
will, in the Board’s view, protect the in­
tegrity of the Board’s conversion process 
and lessen the vulnerability of newly 
converted institutions to attempts to take 
unfair advantage of the results of con­
version.

Accordingly, the Board hereby makes 
permanent said § 563b.9 by revoking 
paragraph (h) thereof and amends para­
graph (e) thereof to read as set forth 
below, effective April 29, 1977.
§ 563b.9 Offers for and sale o f securi­

ties o f converted associations. 
* * * * *

(e) Exceptions. * * *
(1) Paragraphs (b) and (c) of this 

section shall not apply to a transfer, 
agreement or understanding to transfer, 
offer, or announcement of an offer or 
intent to make an offer which (i) per­
tains only to securities to be purchased 
pursuant to § 563b.3(d) (3) or (4); arid 
(ii) has prior written approval of the 
Corporation.

(2) Paragraphs (c) and (d) of this 
section shall not apply to any offer made 
exclusively to the association or under­
writers or selling group acting on its be­
half.

(3) Unless made applicable by the Cor­
poration by prior advice in writing, the * 
prohibition contained in paragraph (d) 
of this section shall not apply to any 
offer or announcement of an offer which 
if consummated would result in acquisi­
tion by a person, together with all other

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



14086 RULES AND REGULATIONS

acquisitions by such person of the same 
class of securities during the preceding 
12-month period, of more than one per­
cent of the same class of securities.

* * * ■ * *
(h) [Revoked]
Effective April 29, 1977.

(Sec. 105, Pub. L. 93-495, October 28, 1974; 
secs. 402, 403, 407, 48 Stat. 1256, 1257, 1260, 
as amended; 12 U.S.C. 1725, 1726, 1730; sec. 
5, 48 Stat. 132, as amended; (12 U.S.C. 1464), 
Reorg. Plan No. 3 of 1947, 12 PR 4981, 3 CPR, 
1943-48 Comp., p. 1071.)

By the Federal Home Loan Bank 
Board. >

J. J. F in n , 
Secretary.

[FR Doc.77-7586 Filed 3-14-77;8:45 am]

Title 14— Aeronautics and Space
CHAPTER I— FEDERAL AVIATION ADMIN­

ISTRATION, DEPARTMENT OF TRANS­
PORTATION

[Airspace Docket No. 77-WA—1]
PART 73— SPECIAL USE AIRSPACE 

Designation of Prohibited Area 
Correction

In FR Doc. 77-6233, appearing on page 
11826 in the issue for Tuesday, 
March 1, 1977, the third line under the 
paragraph headed “P-77 Plains, Ga.” 
should read, “32°02'00" N., longitude 
84°23'38"W.; to”.

CHAPTER II— CIVIL AERONAUTICS 
BOARD

SUBCHAPTER A— ECONOMIC REGULATIONS 
[Regulation ER—989, Arndt. 58]

charge rates effective March 7, 1977, to 
increase the long-range Category B and 
Category A rate from 1.95 to 2.72 percent.

In view of the continuing need for a 
fuel surcharge to the minimum rates set 
forth in Part 288, we find good cause 
exists to make the within amendments 
effective on less than thirty (30) days’ 
notice.

In consideration of the foregoing, the 
Board hereby amends Part 288 of its 
Economic Regulations (14 CFR Part 288) 
effective March 7, 1977, as follows;

1. Amend § 288.7(a) (2) by amending 
the third proviso following the table to 
read as follows:
§ 288.7 Reasonable level o f compensa­

tion.
* * * * *

(a) * * *
(2) * * * Provided, however,.. That 

effective March 7, 1977, the total mini­
mum compensation pursuant to the rates 
set forth in paragraph (a) (1) of this sec­
tion for (i) services performed with reg­
ular jet, wide-bodied jet, and DC-8F-61/ 
63 aircraft, (ii) Pacific interisland serv­
ices performed with B-727 aircraft, and 
(iii) all other services performed with 
B-727 aircraft shall be increased by sur­
charges of 2.72 percent, 3.57 percent, 
and 3.57 percent, respectively:1

b. By amending the proviso to para­
graph (d) (1) and (2) of this section 
to read as follows ;
§ 288.7 Reasonable level o f compensa­

tion.^
* * * * *

(d) For Category A transportation 
* * *

PART 288— EXEMPTION OF AIR CAR­
RIERS FOR MILITARY TRANSPORTATION

Increase in Level of Compensation
Adopted by the Civil Aeronautics 

Board at its office in Washington, D.C., 
March 7, 1977.

In  accordance with established pro­
cedure and methodology, the Board has 
completed its monthly review of fuel 
prices reported on C.A.B. Form 41, 
Schedule P-12 (a) for foreign and over­
seas MAC air transportation services for 
the month of January 1977, and is herein 
amending the surcharge provisions in 
Part 288 of its Economic Regulations (14 
CFR.Part 288) applicable to the rates 
established for those services.1 The basis 
for issuing this surcharge amendment is 
the increase in average fuel price for the 
participating MAC carriers by 1.23 cents 
per gallon—from 39.35 cents per gallon 
reflected in the currently-effective fuel 
surcharge rate * to the currently reported 
average price of 40.58 cents per gallon.

The Appendix3 sets forth the results of 
the surcharge rate computation for the 
reported fuel price changes for commer­
cial and military fuels consumed in mili­
tary charter service for the month of 
January 1977, as reported on Schedule 
P-12 (a ) ; and the rate impact for the 
changes in current average fuel prices 
from those reflected |n  the base rates. 
Accordingly, we will revise the fuel sur-

1 ER—962, effective July 27, 1976.
* ER—981, effective January 11, 1977.
* Appendix filed as part of the original.

( 2 ) * * *
Provided, That effective March 7,1977, 

the total minimum compensation pur­
suant to the rates specified in paragraphs
(d) (1) and (2) of this section shall be 
increased by a surcharge of 2.72 percent. 

* * * * *
(Secs. 204, 403 and 416 of the Federal Avia­
tion Act of 1958, as amended; 72 Stat. 743, 
758 and 771, as amended; 49 USC 1324, 1373 
and 1386.)

Effective: March 7, 1977.
By the Civil Aeronautics Board.

P h y l l i s  T. K a y l o r ,
Secretary. ’

[FR Doc.77-7585 Filed 3-11-77; 8:45 am]

Title 18— Conservation of Power and 
Water Resources

CHAPTER II— TENNESSEE VALLEY 
AUTHORITY

PART 301— PROCEDURES
Government in the Sunshine Act 

Regulations
AGENCY: Tennessee Valley Authority 
(TVA).
ACTION: Final regulations.
SUMMARY: As required by the Gov­
ernment in the Sunshine Act, these reg-

1 The surcharge provisions for services per­
formed with B-727 aircraft will be applied 
to all other common-rated aircraft types.
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ulations require all meetings of the TVA 
Board of Directors to be open to public 
observation, except in certain specified 
instances when the Board by recorded 
vote may decide to close a meeting. TVA 
shall make public announcement of each 
Board meeting a t least one week in ad­
vance, unless TVA business requires 
otherwise.
EFFECTIVE DATE: March 12, 1977.
FOR FURTHER INFORMATION CON­
TACT:

John Van Mol, Director of Informa­
tion, Tennessee Valley Authority, 
Room E12A4 Knoxville Office Complex, 
400 Commerce Avenue, Knoxville, Ten­
nessee 37902. (615-632-3257). Infor­
mation is also available a t TVA’s 
Washington Office. (202-343-4537).

SUPPLEMENTARY INFORMATION: 
On January 26,1977, there was published 
in the F lderal R egister (42 FR 4859) 
the TVA Board of Directors’ notice that 
it proposed to amend 18 CFR Part 301 
by adding a new Subpart C, entitled 
“Government in the Sunshine Act,” to 
implement the requirements of that act 
with respect to TVA.

In  accordance with the Government 
in the Sunshine Act and TVA’s practice 
over the past two years, TVA proposed 
that all meetings of the TVA Board be 
open to public observation, except in  cer­
tain specified instances when the Board 
by recorded vote may decide to close a 
meeting. TVA proposed to make public 
announcement, a t least one week in ad­
vance, of the time, place, and subject 
matter of each Board meeting, unless 
the Board determines that TVA business 
requires otherwise. If the meeting, or any 
portion thereof, is to be closed to the 
public, that fact wilTalso be announced.

As required by the Government in the 
Sunshine Act, TVA has allowed at least 
30 days for written comments by any 
person on the proposed regulations. One 
letter of comment was received and has 
been given due consideration.

As a result of the comment received, 
the first word “For” in § 301.45(d) is 
deleted and the words “Prior to” are 
inserted in its place. This change makes 
it clear that the General Counsel's cer­
tification stating whether, in his or her 
opinion, a meeting may be closed, is to 
be made prior to the meeting.

The comment received also suggested 
that § 301.46 (i) (1) and the language at 
the beginning of § 301.46 be revised. 
However, those two sections are substan­
tially the same as comparable sections 
of the act and a change would not add 
anything to them. Of course, in any 
particular instance, TVA will not rely 
on any provision which is not applicable.

Accordingly, with the change men­
tioned above, the proposed regulations 
are adopted as set out below, effective as 
of March 12, 1977.

Note.—TVA has determined that this doc­
ument does not contain a major proposal re-

15, 1977
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quirlng preparation of an Economic Impact 
Statement under Executive Order 11949 and 
OMB Circular A-107.

Dated: March 3, 1977.
Lynn S eeber, 

General Manager.
18 CFR Part 301 is amended by adding 

a new Subpart C to read as follows: 
Subpart C— Government in the Sunshine Act 

Sec.
301.41 Purpose and scope.
301.42 Definitions.
301.43 Open meetings.
301.44 Notice of meetings.
301.45 Procedure for closing meetings.
301.46 Criteria for closing meetings.
301.47 Transcripts of closed meetings.
301.48 Public availability of transcripts and

other documents.
Authority: Sec. 3(a), Pub. L. No. 94-409, 

90 Stat. 1241 (5 U.S.C. 552b), and 48 Stat. 58, 
as amended (16 U.S.C. 831-831dd).

Subpart C— Government in the Sunshine 
Act

§ 301.41 Purpose and scope.
(a) The provisions of this Subpart are 

intended to implement the require­
ments of section 3(a) of the Government 
in the Sunshine Act, 5 U.S.C. 552b, con­
sistent with the purposes and provisions 
of the Tennessee Valley Authority Act 
of 1933, 16 U.S.C. 831-831dd.

(b) Nothing in this subpart expands 
or limits the present rights of any per­
son under the Freedom of Information 
Act (5 U.S.C. 552) and the provisions of 
Subpart A of this part, except that the 
exemptions set forth in § 301.46 shall 
govern in the case of any request made 
pursuant to the Freedom of Information 
Act and Subpart A to copy or inspect 
the transcripts, recordings, or minutes 
described in § 301.47.

(c) Nothing in this subpart authorizes 
TVA to withhold from any individual 
any record, including transcripts, re­
cordings, or minutes required by this 
Subpart, which is otherwise accessible to 
such individual under the Privacy Act 
(5 U.S.C. 552a) and the provisions of 
Subpart B.

(d) The requirements of Chapter 33 
of Title 44 of the United States Code 
shall not apply to the transcripts, re­
cordings, and minutes described in 
§ 301.47.
§ 301.42 Definitions.

For the purposes of this Subpart:
(a) The term “Board” means the 

Board of Directors of the Tennessee Val­
ley Authority:

(b) The term “meeting” means the 
deliberations of two or more members of 
the TVA Board where such deliberations 
determine or result in the joint conduct 
or disposition of official TVA business, 
but the term does not include delibera­
tions required or permitted by § 301.44 or 
§ 301.45;

(c) The term “member” means an in­
dividual who is a member of the TVA 
Board; and

(d) The term “TVA” means the Ten­
nessee Valley Authority.

§ 301.43 Open meetings.
Members shall not jointly conduct or 

dispose of TVA business other than in 
accordance with this Subpart. Except as 
provided in § 301.46, every portion of 
every meeting of the agency shall be 
open to public observation, and TVA 
shall provide suitable facilities therefor, 
but participation in the deliberations at 
such meetings shall be limited to mem­
bers and certain TVA personnel. Public 
observation does not include the record­
ing of any deliberations or actions by 
means of electronic or other devices or 
cameras.
§ 301 .44  Notice o f meetings.

(a) TVA shall make a public an­
nouncement of the time, place, and sub­
ject matter of each meeting, whether it 
is to be open or closed to the public, and 
the name and telephone number of a 
TVA official who can respond to requests 
for information about the meeting.

(b) Such public announcement shall 
be made at least one week before the 
meeting unless two or more members 
determine by a recorded vote that TVA 
business requires that such meeting be 
called at an earlier date. If an earlier 
date is so established, TVA shall make 
such public announcement at the earliest 
practicable time.

(c) Following a public announcement 
required by paragraph (a) of this sec­
tion, the time or place of the meeting 
may be changed only if TVA publicly 
announces the change a t the earliest 
practicable time. The subject matter of 
a meeting or the determination to open 
or close a meeting or portion of a meet­
ing to the public may be changed fol­
lowing the public announcement re­
quired by paragraph (a) of this section 
only if two or more members determine 
by a recorded vote that TVA business 
so requires and that no earlier announce­
ment of the change was possible and if 
TVA publicly announces such change and 
the vote of each member upon such 
change at the earliest practicable time.

(d) Immediately following each pub­
lic announcement required by this sec­
tion, notice of the time, place, and sub­
ject matter of a meeting, whether the 
meeting is open or closed, any change in 
one of the preceding, and the name and 
phone number of the TVA official desig­
nated to respond to requests for infor­
mation about the meeting shall be sub­
mitted for publication in the Federal 
R egister.
§ 301.45 Procedure for closing meet­

ings.
(a) Action under § 301.46 to close a 

meeting shall be taken only when two 
or more members vote to take such ac­
tion. A separate vote shall be taken with 
respect to each meeting a portion or 
portions of which are proposed to be 
closed to the public pursuant to § 301.46 
or with respect to any information which 
is proposed to be withheld under § 301.46. 
A single vote may be taken with respect 
to a series of meetings, a portion or por­
tions of which are proposed to be closed
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to the public, or with respect to any in­
formation concerning such series of 
meetings, so long as each meeting in such 
series involves the same particular mat­
ters and is scheduled to be held no more 
than 30 days after the initial meeting 
in such series. The vote of each member 
participating in such vote shall be re­
corded and no proxies shall be allowed.

(b) Notwithstanding that the mem­
bers may have already voted not to close 
a meeting, whenever any person whose 
interests may be directly affected by a 
portion of a meeting requests that the 
agency close such portion to the public 
for any of the reasons referred to in 
paragraphs (e), (f), or (g) of § 301.46, 
the Board, upon request of any one of 
its members made prior to the com­
mencement of such portion, shall vote 
by recorded vote whether to close such 
portion of the meeting.

(c) Within one day of any vote taken 
pursuant to this section, TVA shall make 
publicly available in accordance with 
§ 301.48 a written copy of such vote re­
flecting the vote of each member on the 
question. If a portion of a meeting is to 
be closed to the public, TVA shall, within 
one day of the vote taken pursuant to 
this section, make publicly available in 
accordance with § 301.48 a full written 
explanation of this action closing the 
portion together with a list of all persons 
expected to attend the meeting and their 
affiliation.

(d) Prior to every meeting closed pur­
suant to § 301.46, there shall be a cer­
tification by the General Counsel of TVA 
stating whether, in his or her opinion, 
the meeting may be closed to the public 
and each relevant exemptive provision. 
A copy of such certification shall be 
retained by TVA and shall be made 
publicly available in accordance with 
§ 301.48.
§ 301.46 Criteria for closing meetings.

Except in a case where the Board finds 
that the public interest requires other­
wise, the second sentence of § 301.43 shall 
not apply to any portion of a meeting and 
such portion may be closed to the public, 
and the requirements of § 301.44 and 
§ 301.45 (a), (b), and (c) shall not apply 
to any information pertaining to such 
meeting otherwise required by this sub­
part to be disclosed to the public, where 
the Board properly determines that such 
portion or portions of its meeting or the 
disclosure of such information is likely 
to ... ..

(a) Disclose matters that are (1) spe­
cifically authorized under criteria estab­
lished by an Executive order to be kept 
secret in the interests of national defense 
or foreign policy and (2) in fact properly 
classified pursuant to such Executive 
order;

(b) Relate solely to the internal per­
sonnel rules and practices of an agency;

(c) Disclose matters specifically ex­
empted from disclosure by statute (other 
than 5 U.S.C. § 552), provided that such 
statute (1) requires that the matters be 
withheld from the public in such a man­
ner as to leave no discretion on the issue, 
or (2) establishes particular criteria for
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withholding or refers to particular types 
of matters to be withheld;

(d) Disclose trade secrets and com­
mercial or financial information obtained 
from a person and privileged or confi­
dential;

(e) Involve accusing any person of a 
crime, or formally censuring any per­
son;

(f) Disclose information of a personal 
nature where disclosure would constitute 
a clearly unwarranted invasion of per­
sonal privacy;

(g) Disclose investigatory records com­
piled for law enforcement purposes, or 
information which if written would be 
contained in such records, but only to the 
extent that the production of such rec­
ords or information would (1) interfere 
with enforcement proceedings, (2) de­
prive a person of a right to a fair trial 
or an impartial adjudication, (3) consti­
tute an unwarranted invasion of per­
sonal privacy, (4) disclose the identity of 
a confidential source and, in the case of 
a record compiled by a criminal law en­
forcement authority in the course of a 
criminal investigation, or by an agency 
conducting a lawful national security in­
telligence investigation, confidential in­
formation furnished only by the confi­
dential source, (5) disclose investigative 
techniques and procedures, or (6) en­
danger the life or physical safety of law 
enforcement personnel;

(h) Disclose information contained in 
or related to examination, operating, or 
condition reports prepared by, on behalf 
of, or for the use of any agency respon­
sible for the regulation or supervision of 
financial institutions;

(i) Disclose information the premature 
disclosure of which would—

(1) In the case of any agency which 
regulates currencies, securities, commod­
ities, or financial institutions, be likely to
(i) lead to significant financial specula­
tion in currencies, securities, or commod­
ities, or (ii) significantly endanger the 
stability of any financial institution; or

(2) In the case of any agency, be 
likely to significantly frustrate imple­
mentation of a proposed agency action, 
except that this provision shall not apply 
in any instance where the agency has al­
ready disclosed to the public the content 
or nature of its proposed action, or 
where the agency is required by law to 
make such disclosure on its own initiative 
prior to taking final action on such pro­
posal; or

(j) Specifically concern an agency’s 
issuance of a subpena, or its participation 
in a civil action or proceeding, an action 
in a foreign court or international tri­
bunal, or an arbitration, or the initiation, 
conduct, or disposition by an agency of 
a particular case of formal agency ad­
judication pursuant to the procedures 
in 5 U.S.C. 554 or otherwise involving a 
determination on the record after oppor­
tunity for a hearing.
§ 301.47 Transcripts o f closed meet­

ings.
(a) For every meeting closed pursuant 

to § 301.46, the presiding officer of the
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meeting shall prepare a statement setting 
forth the time and place of the meeting, 
and the persons present, and such state­
ment shall be retained by TVA.

(b) TVA shall maintain a complete 
transcript or electronic recording ade­
quate to record fully the proceedings of 
each meeting, or portion of a meeting, 
closed to the public, except that in the 
case of a meeting, or portion of a meet­
ing, closed to the public pursuant to 
paragraphs (h), (i) (1), or (j) of § 301.46, 
TVA shall maintain either such a tran­
script or recording, or a set of minutes. 
Such minutes shall fully and clearly de­
scribe all matters discussed and shall 
provide a full and accurate summary of 
any actions taken, and the reasons there­
for, including a description of each of 
the views expressed on any item and the 
record of any rollcall vote (reflecting the 
vote of each member on the question). 
All documents considered in connection 
with any action shall be identified in 
such minutes.

(c) TVA shall maintain a complete 
verbatim copy of the transcript, a com­
plete copy of the minutes, or a complete 
electronic recording of each meeting, or 
portion of a meeting, closed to the pub­
lic, for a period of at least two years 
after such meeting, or until one year 
after the conclusion of any TVA proceed­
ing with respect to which the meeting 
or portion was held, whichever occurs 
later.
§ 301.48 Public availability o f tran­

scripts and other documents.
(a) Public announcements of meetings 

made pursuant to § 301.44, written copies 
of votes to change the subject matter 
of meetings made pursuant to § 301.44(c), 
written copies of votes to close meetings 
and explanations of such closings made 
pursuant to § 301.45(c), and certifica­
tions of the General Counsel made pur­
suant to § 301.45(d) shall be available 
for public inspection during regular busi­
ness hours in the TVA Technical Library, 
room E2B7, 400 Commerce. Avenue, 
Knoxville, Tennessee.

(b) TVA shall make promptly avail­
able to the public at the location de­
scribed in paragraph (a) of this sec­
tion the transcript, electronic record­
ing, or minutes (as required by § 301.47
(b)) of the discussion of any item on 
the agenda, or of any item of the testi­
mony of any witness received a t the 
meeting, except for such item or items 
of such discussion or testimony as TVA 
determines to contain information which 
may be withheld under § 301.46. Each 
request for such material shall be made 
to the Director of Information, Tennes­
see Valley Authority, Knoxville, Tennes­
see 37902; state that it is a request for 
records pursuant to the Government to 
the Sunshine Act and this Subpart; and 
reasonably describe the discussion or 
item of testimony, and the date of the 
meeting, with sufficient specificity to 
permit TVA to identify the item re­
quested.

(c) In the event the person making 
a request under paragraph (b) of this 
section has reason to believe that all 
transcripts, electronic recordings, or 
minutes or portions thereof requested 
by that person and required to be made 
available under paragraph (b) of this 
section were not made available, the 
person shall make a written request to 
the Director of Information for such ad­
ditional transcripts, electronic record­
ings, or minutes or portions thereof as 
that person believes should have been 
made available under paragraph (b) of 
this section and shall set forth in the 
request the reasons why such additional 
material is required to be made avail­
able with sufficient particularity for the 
Director of Information to determine 
the validity of such request. Promptly 
after a request pursuant to this para­
graph is received, the Director of Infor­
mation or his designee shall make a de­
termination as to whether to comply 
with the request, and shall immediately 
give written notice of the determination 
to tiie person making the request. If- the 
determination is to deny the request, the 
notice to the person making the re­
quest shall include a statement of the 
reasons for the denial, a notice of the 
right of the person making the request 
to appeal the denial to TVA’s General 
Manager, and the time limits therefor.

(d) If the determination pursuant to 
paragraph (c) of this section is to deny 
the request, the person making the re­
quest may appeal such denial to TVA’s 
General Manager. Such an appeal must 
be taken within 30 days after the per­
son’s receipt of the determination by the 
Director of Information and is taken by 
delivering a written notice of appeal to 
the General Manager, Tennessee Valley 
Authority, Knoxville, Tennessee 37902. 
Such notice shall include a statement 
that it is an appeal from a denial of a 
request under § 301.48(c) and the Gov­
ernment in the Sunshine Act and shall 
indicate the date on which the denial 
was issued and the date on which the 
denial was received by the person mak­
ing the request. Promptly after such an 
appeal is received, TVA’s General Man­
ager or his designee shall make a final 
determination on the appeal. In making 
such a determination, TVA will consider 
whether or not to waive the provisions of 
any exemption contained in § 301.46. 
TVA shall immediately give written no­
tice of the final determination to the per­
son making the request. If the final 
determination on the appeal is to deny 
the request, the notice to the person 
making the request shall include a state­
ment of the reasons for the denial and a 
notice of the person’s right to judicial 
review of the denial.

(e) Copies of materials available for 
public inspection under this section shall 
be furnished to any person at the actual 
cost of duplication or transcription.

[PR Doc.77-7646 Piled 3-14-77;8:45 am]
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Title 19— Customs Duties

CHAPTER I— UNITED STATES CUSTOMS
SERVICE, DEPARTMENT OF THE TREAS­
URY

[T.D. 77-87]
PART 159— LIQUIDATION OF DUTIES
Cotton Yarn From Brazil; Countervailing 

Duties
AGENCY; United States Customs Serv­
ice, Department of the Treasury,
ACTION: Final Countervailing Duty 
Order.
SUMMARY : This notice is to advise the 
public that an investigation has been 
completed which determined that the 
Government of Brazil has given subsi­
dies considered to be bounties or grants 
within the law to manufacturers who ex­
port cotton yarn to the United States. 
Consequently, additional duties in the 
amount of these subsidies will be col­
lected along with regular Customs duties 
on shipments of cotton yarn from Brazil.
FOR FURTHER INFORMATION CON­
TACT:

Edward F. Haley, Duty Assessment Di­
vision, U.S. Customs Service, 1301 Con­
stitution Avenue, Washington, D.C.
20229 C202-566-5492).

SUPPLEMENTARY INFORMATION: 
On September 14, 1976, a “Preliminary 
Countervailing Duty Determination” was 
published in the Federal R egister (41 
F.R. 39053). The notice stated that it 
preliminarily had been determined that 
benefits had been received by the Bra­
zilian manufacturers/exporters of cotton 
yarn which may constitute bounties or 
grants within the meaning of section 303 
of the Tariff Act of 1930, as amended (19 
U.S.C. 1303) (referred to in this notice as 
“the Act”) .

The cotton yam is provided for in the 
Tariff Schedules of the United States 
under item numbers 300.60 through 
302.98.

The notice stated that the programs 
under which these benefits were con­
ferred included the granting to manu­
facturers/exporters of tax credits upon 
export, income tax reductions, and pref­
erential financing; one other program 
concerning alleged regional incentives 
was being investigated which could con­
stitute a bounty or grant within the 
meaning of the Act. Programs prelimi­
narily determined not to be bounties or 
grants within the meaning of the Act in­
cluded the exemption from certain in­
direct taxes upon exportation of the cot­
ton yam under consideration and the ex­
emption from import duties and certain 
indirect taxes upon the importation of 
raw materials used in the production of 
cotton yam to be exported. The notice 
provided interested parties 30 days from 
the-date of publication to submit rele­
vant data, views, or arguments, in writ­
ing, with respect to the preliminary de­
termination.

After consideration of all information 
received, it is determined that exports of 
cotton yarn from Brazil are subject to 
bounties or grants within the meaning of

section 303 of the Act. All conclusions 
reached in the preliminary determina­
tion remain unchanged and are adopted 
in this final determination. With respect 
to alleged regional incentives, cotton 
yarn exporters have not benefitted from 
these incentives available under Brazil­
ian Decree Law No. 1426.

In accordance with section 303 of the 
Act, the amount of such bounties or 
grants has been estimated and declared 
to be 21.4 percent of the f .o.b. or ex-works 
price for export to the United States of 
cotton yarn from Brazil.

Effective on or after March 15, 1977, 
and until further notice, upon the entry 
for consumption or withdrawal from 
warehouse for consumption of such duti­
able cotton yarn imported directly or in­
directly from Brazil, which benefit from 
these bounties or grants, there shall be 
collected, in addition to any other duties 
estimated or determined to be due, 
countervailing duties in the amount as­
certained in accordance with the above 
declaration. To the extent that it can be 
established to the satisfaction of the 
Commissioner of Customs that imports 
of cotton yam from Brazil are suhject to 
a bounty or grant smaller than the 
amount which otherwise would be appli­
cable under the above declaration, the 
smaller amount so- established shall be 
assessed and collected.

To be eligible to establish that a partic­
ular firm receives a bounty or grant 
smaller than that estimated in the above 
declaration, such firm or any importer 
of cotton yarn produced by such firm 
must request, on or before April 14, 1977, 
that liquidation of all entries for con­
sumption or withdrawal from warehouse 
for consumption of such dutiable cotton 
yarn from Brazil be suspended pending 
declarations of the net amounts of the 
bounties or grants paid. Only pursuant to 
such a request will liquidation be sus­
pended.

Any merchandise subject to the terms 
of this order shall be deemed to have 
benefitted from a bounty or grant if such 
bounty or grant has been or will be 
credited or bestowed, directly or in­
directly, upon the manufacture, produc­
tion, or exportation of cotton yam manu­
factured in Brazil.

The table in § 159.47(f) of the Cus­
toms Regulations (19 CFR 159.47(f)) is 
amended by inserting after the last en­
try for Brazil the words “Cotton Yarn,”* 
in the column headed “Commodity,” the 
number of this Treasury decision in the 
column headed “Treasury Decision,” and 
the words “Bounty Declared-Rate” in the 
column headed “Action.”
(R. S. 251, as amended, secs. 303, 624, 46 Stat. 
687, as amended, 759 (19 U.S.C. 66, 1303, 
1624).)

Vernon D. Acree, 
Commissioner of Customs.

Approved: March 10,1977.
John H. Harper,

Assistant Secretary of the 
Treasury,

[FR Doc.77-7592 Filed 3-14-77;8:45 am]

Title 21— Food and Drugs
CHAPTER I— FOOD AND DRUG ADMINIS­

TRATION, DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE

[Docket No. 76N-0501]
RECODIFICATION AND EDITORIAL 

AMENDMENTS
The Food and Drug Administration is 

in the process of recodifying all of 
Chapter I of Title 21 of the Code of 
Federal Regulations, for the purposes 
of providing orderly development of such 
regulations, furnishing ample room for 
expansion in the years ahead, and pro­
viding the public and affected industries 
with regulations that are easy to find, 
read and understand.

The fifteenth in a series of recodifica­
tion documents, which reorganizes and 
recodifies general regulations applicable 
to human food formerly under Subchap­
ter A into the newly organized Subchap­
ter B, is published elsewhere in this issue 
of the F ederal R egister.

To provide uniformity and continuity 
during the recodification, the Commis­
sioner concludes that the cross-refer­
ences to the recodified material should 
be amended at this time.

Due to the complexity and volume of 
cross-references involved in the recodi­
fication of these regulations, if necessary, 
supplemental documents will be issued 
at a later date.

Therefore, Chapter I of Title 21 of the 
Code of Federal Regulations is amended 
as follows:
PART 1— REGULATIONS FOR THE EN­

FORCEMENT OF THE FEDERAL FOOD, 
DRUG, AND COSMETIC ACT AND THE 
FAIR PACKAGING AND LABELING ACT
1. Section 1.1 is amended by revising 

paragraph (c) to read as follows:
§ 1.1 General.

*  *  * '  *  *

(c) The definition of '‘package” in 
§ 1.1b and of “principal display panel” in 
§§ 101.1, 201.60, 501.1, 701.10 and 801.60 
of this chapter; and the requirements 
pertaining to uniform location, lack of 
qualification, and separation of the net 
quantity declaration in §§ 101.105(f), 
201.62(e), 501.105(f),. 701.13«) and 
801.62(e) of this chapter to type size 
requirements for net quantity declara­
tion in §§ 101.105(i), 201.62(h), 501.105
(i),701.13(i) and 801.62(h) of this chap­
ter, to initial statement of ounces in the 
dual declaration of net quantity in 
§§101.105 (j) and (m), 201.62 (i) and
(k), 501.105 (j) and (m), 701.13 (j) and
(m) and 801.62 (i) and (k) of this chap­
ter, to initial statement of inches in 
declaration of net quantity in §§ 201.62
(m), 701.13(0) and 801.62(m) of this 
chapter, to initial .statement of square 
inches in declaration of net quantity in 
§§ 201.62(n), 701.13(p) and 801.62(n) of 
this chapter, to prohibition of certain 
supplemental net quantity statements in 
§§ 101.105(0), 201.62(o), 501.105(0),
701.13 (q) and 801.62 (o) of this chapter, 
and to servings representations in 
§§ 101.8 and 501.3 are provided for solely
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by the Pair Packaging and Labeling Act. 
The other requirements of this part are 
issued under both the Pair Packaging 
and Labeling Act and the Federal Food, 
Drug, and Cosmetic Act, or by the latter 
act solely, and are not limited in their 
application by section 10 of the Fair 
Packaging and Labeling Act.

* * * * , #
§ 1.1b [Amended]

2. Section 1.1b(e) is amended by chang­
ing the reference to “§ 1.8b(f)” to read 
“§ 101.105(f) of this chapter”.
§ 1.1c [Amended]

3. Section 1.1c is amended as follows:
a. In paragraph (a) (2) the references 

to “§ 1.8b(j)” and “§ 1.8b” are changed 
to read “§ 101.105(j) of this chapter” 
and “§ 101.105 of this chapter”, respec­
tively.

b. In paragraph (a) (5) (i) the refer­
ences to “§ 1.8 (a) and <d) ” and “§ 1.8” 
are changed to read “§ 101.3 (a) and (d) 
of this chapter” and “§ 101.3 of this 
chapter”, respectively.

c. In paragraph (a) (5) <ii) the refer­
ences to “§ 1.8a” are changed to read 
“§ 101.5 of this chapter”.

d. In paragraph (a) (5) (ii) the refer­
ence to “§ 1.8b(f)” is changed to read 
“§ 101.105(f) of this chapter”.

e. In paragraph (a) (5) (iv) the refer­
ence to “§ 1.8(d)” is changed to read 
“§ 101.3(d) of this chapter”.

f. In paragraph (a)(6)(i) the refer-, 
ence to “§ 1.8b(b) (2) ” is changed to read 
“§ 101.105(b)(2) of this chapter”.

g. In paragraph (a) (6) (ii) the refer­
ence to “§ 1.8b(j)” is changed to read 
“§ 101.105(j) of this chapter”.

h. In paragraph (a) (6) (iii) the refer­
ence to “§ 1.8b(f)” is changed to read 
“§ 101.105(f) of this chapter”.

i. In paragraph (a) (7) (i) the refer­
ence to “§ 1.8b(b) (2) ” is changed to read 
“§ 101.105(b) (2) of this chapter”.

j. In paragraph (a) (7) (ii) the refer­
ence to “§ 1.8b(f)” is changed to read 
“§ 101.105(f) of this chapter”.

k. In paragraph (a) (7) (iii) the refer­
ence to “§ 1.8b(j)” is changed to read 
“§ 101.105(j) of this chapter”.

l. In paragraph (a) (8) the reference^ 
to “§§ 15.1,15.10, 15.20,15.30,15.50,15.60, 
15.70,15.75,15.80, and 15.90” are changed 
to read “§§ 137.105,137.155,137.160,137.- 
165, 137.170, 137.175, 137.180, 137.185, 
137.200, and 137.205”.

m. In paragraph (a) (8) (i) the référ­
ence to “§1.8b(f)” is changed to read 
“§ 101.105(f) of this chapter”.

n. In paragraph (a) (8) (ii) the refer­
ence to “§ 1.8b(j)” is changed to read 
“§ 101.105(j ) of this chapter”.

o. In paragraph (a) (9) (ii) the refer­
ence to “§ 1.8b(f) ” is changed to read 
“§ 101.105(f) of this chapter”.

p. In paragraph (a) (10) (i) the refer­
ence to “§1.8b(f)” is changed to read 
“§ 101.105(f) of this chapter”.

q. In paragraph (a) (10) (ii) the refer­
ence to “§ 1.8b(j) (1)” is changed to read 
“§ 101.105(j) (1) of this chapter”.

r. In paragraph (a) (10) (iii) the refer­
ence to “§§ 1.8(d) and 1.8b(f)” is

changed to read “§§ 101.3(d) and 101.105
(f) of this chapter”.

s. In paragraph (a) (11) the references 
to “§45.1”, “§ 1.8b(f)”, and “§ 1.8b(J)
(1)” are changed to read “§166.110”, 
“§ 101.105(f) of this chapter”, and 
“§ 101.105(j) (1) of this chapter”, respec­
tively.

t. In paragraph (a) (12) the references 
to “§§ 15.500 through 15.514” and “§ 1.8b
(f)” are changed to read “§§137.211, 
137.215, and 137.230 through 137.290” and 
“§ 101.105(f) of this chapter”, respec­
tively.

u. In paragraph (a) (13) (i) the refer­
ence to “§ 1.8b (f)” is changed to read 
“§ 101.105(f) of this chapter”.

v. In paragraph (a) (13) (ii) the refer­
ence to “§ 1.8b(j)” is changed to read 
“§ 101.105(j ) of this chapter”^

w. In paragraph (a) (13) (iii) the ref­
erence to “§ 1.8b(b) (2)” is changed to 
read “§ 101.105(b) (2) of this chapter”.

x. In paragraph (a) (14) the reference 
to “§ 1.8b” is changed to read “§ 101.105 
of this chapter”.

PART 2— ADMINISTRATIVE PRACTICES 
AND PROCEDURES

§ 2.110 [Amended]
4. Section 2.110 is amended as follows:
a. In paragraph (a) (1) the reference 

to “§ 121.72” is changed to read “§ 170.15 
of this chapter”.

b. In paragraph (b) (2) the reference 
“§§8.4, 8.5 and 121.51 through 121.53” 
is changed to read “§§8.4, 8.5, 171.1, 
171.6, 171.7 and 171.100”.
§ 2 .500  [Amended]

5. Section 2.500 is amended as fol­
lows:

a. In  paragraph (b) (5) the reference 
to “§ 10.5(1) ” is changed to read “§ 130.17
(1)”.

b. In  paragraph (b) (6) the reference 
to “§ 121.75(b)” is changed to read 
“§ 170.17(b)”.
§ 2.501 [Amended]

6. Section 2.501(b) is amended by 
changing the reference to “Subpart A of 
Part 90” to read “Subpart A of Part 108”.

PART 4— PUBLIC INFORMATION 
§ 4.100 [Amended]

7. Section 4.100 is amended as follows:
à. In paragraph (c) (2) the reference 

to “§ 1.12Ü) (4) (iv) ” is changed to read 
“§ 101.22(i) (4) (iv) ”.

b. In  paragraph (c) (5) the reference 
to “§ 10.5(k) ” is changed to read 
“§ 130.17 (k)”.

c. In paragraph (c) (6) .the reference 
to “§ 90.20(c) (4)” is changed to read 
“§ 108.35(c) (4)”.

d. In paragraph (c) (7) the reference 
to “§ 121.51(h)” is changed to read 
“§ 171.1(h)”.

e. In paragraph (c) (8) the reference 
to “§ 128.10(e)” is changed to read 
“§ 110.99(e)”.

§ 4 .104  [Amended]
8. Section 4.104(b) is amended by 

changing the reference to “§ 121.51(h)
(3)” to read “§ 171.1(h) (3)”.

PART 5— DELEGATIONS OF AUTHORITY 
AND ORGANIZATION

§ 5.41 [Amended]
9. Section 5.41 is amended by chang­

ing the reference to “§ 128b.l0” to read 
“§ 113.10”.

PART 8— COLOR ADDITIVES 
§ 8 .3  [Amended]

10. Paragraph (a) (1) and (3) of § 8.3 
is amended by changing the references 
to “§ 10.5” to read “§ 130.17”.
§ 8.31 [Amended]

11. Section 8.31 is amended by chang­
ing the reference to “Part 121” to read 
“Parts 170 through 189”.
§ 8.201 [Amended]

12. Section 8.201(a) (2) (iii) is amended 
by changing the reference to “§ 121.1071” 
to read “§ 172.863”.
§ 8.300 [Amended]

13. Section 8.300 is amended as fol­
lows :

a. In paragraph (a) (2) the reference 
to “Part 121” is changed to read “Sub- 
chapter B”.

b. In the table in paragraph (a)(3), 
the entry for “Dioctyl sodium sulfosuc- 
cinate” is amended by changing the ref­
erence to “§ 121.1137” to read “§ 172.810”.

c. The table in paragraph (b) (1) (i) 
is amended as follows:

i. In the entry for “Ethyl cellulose” 
by changing the reference to “§ 121.1087” 
to read “§ 172.868”.

ii. In the entry for “Polyoxyethylene 
sorbitan monooleate (polysorbate 80)” 
by changing the reference to “§ 121.1009” 
to read “§ 172.840”.

iii. In the entry for “Polyvinylpyrroli­
done” by changing the reference to 
“§ 121.1139” to read “§ 173.55”.

iv. In the entry for “Rosin and rosin 
derivatives” by changing the reference 
to “§ 121.1059” to read “§ 172.615”.

d. The table in paragraph (b) (1) (ii) 
is amended as follows:

i. In the entry for “Ethyl cellulose” by 
changing the reference to “§ 121.1087” 
to read “§. 172.868”.

ii. In the entry for “Polyvinylpyrroli­
done” by changing the reference to 
“§ 121.1139” to read “§ 173.55”.

iii. In the entry for “Rosin and rosin 
derivatives” by changing the reference 
to “§ 121.1059” to read “§ 172.615”.

iv. In the entry for “Silico dioxide” by 
correcting “Silico” to read “Silicon” and 
by changing the reference to “§ 121.1058” 
to read “§ 172.480”.

v. In the entry for “Terpene resins, 
natural” by changing the reference to 
“§ 121.1059” to read “§ 172.615”.

e. Paragraph (b) (2) is amended as 
follows:
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i. In the entry for “Ethyl cellulose” 
by changing the reference to “§ 121.1087” 
to read “§ 172.868”.

ii. In the entry for “Polyethylene gly­
col 6000” by changing the reference to 
“§ 121.1185” to read “§ 172.820”.

iii. In the entry for “Rosin and rosin 
derivatives” by changing the reference 
to “§ 121.1185” to read “§ 172.820”.

f. In the table in paragraph (b) (3) in 
the entry for “Polyvinylpyrrolidone” by 
changing the reference to “§ 121.1139” to 
read “§ 173.55”.
§ 8.303 [Amended]

14. Section 8.303(a) (3) is amended by 
changing the reference to “§ 121)1120” to 
read “§ 172.854”.
§ 8.305 [Amended]

15. Section 8.305(b) (2) is amended by 
changing the reference to “Part 121” to 
read “Parts 170 through 189”.
§ 8.308 [Amended]

16. Section 8.308(b) is amended by 
changing the reference to “Part 121” to 
read “Parts 170 through 189”.
§ 8.310 [Amended]

17. Section 8.310(b) is amended by 
changing the reference to “Part 121” to 
read “Parts 170 through 189”.
§ 8.6000 [Amended]

18. Section 8.6000 is amended as fol­
lows: '

a. The table in paragraph (a)(1) is
amended as follows: ,

i. In the entry for “Polyoxyethylene 
(20) sorbitan monostearate (Polysorbate 
60)” by changing the reference to 
“§ 121.1030” to read “§ 172.836”.

ii. In the entry for “Polyoxyethylene 
(20) sorbitan tristearate (Polysorbate 
65) ” by changing the reference to 
“§ 121,1008” to read “§ 172.838”.

iii. In the entry for “Polysorbate 80” 
by changing the reference to “§121.1009” 
to read “§ 172.840”.

iv. In the entry for “Polyvinylpyrroli­
done” by changing the reference to 
“§ 121.1139” to read “§173.55”.

v. In the entry for “Sorbitan mono­
stearate” by changing the reference to 
“§ 121.1029” to read “§ 172.842”.

b. Paragraph (b) is amended as fol­
lows:

i. In the entry for “Ethyl cellulose” by 
changing the reference to “§ 12>.1087” to 
read “§ 172.868)”

ii. In the entry for “Hydroxypropyl cel­
lulose” by changing the reference to 
“§ 121.1160” to read “§ 172.870”.
§ 8.8004 [Amended]

19. Section 8.8004(b) (2) is amended as 
follows:

a. In the entry for “Artificial sweet­
eners” by changing the reference to 
“Part 121" to read “Subchapter B”.

b. In the entry for “Flavors that are 
generally recognized as safe” by chang­
ing the reference to “Part 121” to read 
“Subchapter B”.

c. In the entry for “Preservatives that 
are generally recognized as safe” by 
changing the reference to “Part 121” to 
read “Subchapter B”.

PART 201— LABELING 
§ 201.19 [Amended]

20. Section 201.19 is amended by 
changing the reference to “§ 125.1(d)” 
to read “§ 105.3(d)”.

PART 501— ANIMAL FOOD LABELING 
§ 501.3 [Amended]

21, Section 501.3 is amended as fol­
lows :

a. In paragraph (e) (2) (ii) the refer­
ence to “§ 503.20” is changed to read 
“§ 502.5”.

b. In paragraph (e) (3) the reference 
to “Part 503” is changed to read “Part 
502”.

c. In paragraph (IX-the reference to 
“Part 503” is changed to read “Part 502”.
§ 501.4  [Amended]

21a. Section 501.4(b) (15) is amended 
by changing the reference to “§§ 15.1, 
15.40, 15.80 and 15.100” to read
“§§ 137.105, 137.200, 137.220, 137.225”.
§ 501.22 [Amended]

22. Section 501.22 is amended as fol­
lows:

a. In paragraph (a) (1) the reference 
to “§§ 582.60 and 121.1164(b) ” is changed 
to read “§§ 172.515(b) and 582.60”.

b. In paragraph (a) (3) the reference 
to “§ 121.1163” is changed to read 
“§172.510”.

PART 502— COMMON OR USUAL NAMES 
FOR NONSTANDARDIZED ANIMAL 
FOODS
23. The heading for Part 503 (recodi­

fied and published in the F ederal R egis­
ter of September i0, 1976 (41 FR 
38618)) is renumbered .as set out above.
§ 502.5 General principles.

24. The heading for § 503.20 is
amended by renumbering the section to 
read § 502.5 as set out above.
§ 502.19 Petitions.

25. The heading for § 503.22 is
amended by renumbering the section to 
read as § 502.19 as set out above.

PART 510— NEW ANIMAL DRUGS 
§ 510.6 [Amended]

26. Section 510.6 New animal drugs; 
transitional provisions re section 512 of 
the act is amended by deleting para­
graph (g).

PART 582— SUBSTANCES GENERALLY 
RECOGNIZED AS SAFE

§ 582.6625 Potassium citrate.
28. The heading for § 582.6540 is 

amended by renumbering the section to 
read § 582.6625 as set out above.

§ 582.6751 Sodium citrate.
29. The heading for § 582.6651 is 

amended by renumbering the section to 
read § 582.6751 as set out above.

PART 1210— REGULATIONS UNDER 
THE FEDERAL IMPORT MILK ACT

§ 1210.3 [Amended]
30. Section 1210.3 is amended as fol­

lows:
a. In paragraph (e) the reference to 

“§ 18.530” is changed to read “§ 131.120”.
b. In paragraph (f) the reference to 

“§ 18.520” is changed to read “§ 131.130”.
c. In paragraph (g) the reference to 

“§§ 18.500 to 18.515” is changed to read 
“§§ 131.150 through 131.157”.

The changes being made are nonsub­
stantive in- nature and for this reason 
notice and public procedure are not pre­
requisites to this promulgation.

Dated: March 4,1977.
Joseph P. H ile, 

Associate Commissioner 
for Compliance.

[FR Doc.77-7044 Filed 3-14-77;8:45 am]

SUBCHAPTER E—ANIMAL DRUGS, FEEDS, 
AND RELATED PRODUCTS

[Recodification Docket No. 16, Docket No.
77N-0082 ]

PART 570— FOOD ADDITIVES 
Reorganization and Republication

In the fifteenth recodification docu­
ment, appearing elsewhere in this issue 
of the Federal R egister, the Commis­
sioner of Food and Drugs is recodifying 
the regulations relating to food for hu­
man consumption, including, in the 
newly reorganized Subchapter B, the re­
publication of Subparts E and F of for­
mer Part 121 regarding prior sanctioned 
food additives and food packaging ma­
terials solely as they relate to food for 
human consumption.

This sixteenth recodification document 
incorporates by reference the subject 
regulations as they are applicable to an­
imal feed and pet food.

Therefore, Part 570 is amended by add­
ing new §§ 570.13 and 570.14 to read as 
follows:

§ 570.13 Indirect food additives result­
ing from packaging materials prior 

sanctioned for animal feed and pet 
food.

Regulations providing for the use of 
food packaging materials as prior sanc­
tioned in Part 181 of this chapter are in­
corporated in Subchapter E as applicable 
to packaging materials used for animal 
feed and pet food.
§ 570.14 Indirect food additives result­

ing from packaging materials for
. animal feed and pet food.

. Regulations providing for the use of 
food packaging materials in Parts 174 
through 179 of this chapter are incorpo­
rated in Subchapter E as applicable to 
packaging materials used for animal 
feed and pet food.
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Thi> promulgation is nonsubstantive 
and for this reason, notice and public 
procedure are not required.

Dated: March 8,1977.
Joseph P. H ile, 

Associate Commissioner 
for Compliance.

[PR Doc.77-7168 Piled 3-14-77:8:45 am]

§ 430 .6  Definitions o f the terms “unit” 
and “microgram” as applied to anti­
biotic substances.
* * * * *

(b) * * *
(63) Ticarcillin. The term “micro- 

gram” applied to ticarcillin means the ti­
carcillin activity (potency) contained in
1.136 micrograms of the ticarcillin mas-

PART 436— TESTS AND METHODS OF 
ASSAY OF ANTIBIOTIC AND ANTIBI­
OTIC-CONTAINING DRUGS
2. Part 436 is amended as follows: 
a. In § 436.33(b) by alphabetically in­

serting a new item in the table, as fol­
lows:
§ 436.33 Safety test.

*  *  *  *  i|t

---------  ter standard.
SUBCHAPTER D— DRUGS FOR HUMAN USE

(b) * * *

[Docket No. 76N-0506]
STERILE TICARCILLIN DISODIUM 

The Food and Drug Administration 
(FDA) is amending the antibiotic drug 
regulations to provide for the certifica- 
tion of sterile ticarcillin disodium. This 
amendment shall be effective March 15,

Diluent (dilqent 
number as listed 

in sec. 436.31)

Test dose
Route of 

administration as 
described in 
paragraph (c) 
of this section

Antibiotic drug Concentration in 
units or milligrams 

of activity per 
milliliter

Volume in 
milliliters to be 
administered to 

each mouse

* * * * * * *
Ticarcillin disodium___ 3 40 mg__________ 0.5 Intravenous.

1977.
The Commissioner of Food and Drugs 

has evaluated data submitted in accord­
ance with regulations promulgated un­
der section 507 of the Federal Food, Drug, 
and Cosmetic Act, as amended (21 U.S.C. 
357), with respect to providing for the 
certification of a new semisynthetic peni­
cillin, sterile ticarcillin disodium. He 
concludes that the data supplied by the 
manufacturer concerning the subject an­
tibiotic drug product are adequate to es­
tablish its safety and efficacy when used 
as directed in the labeling and that the 
regulations should be amended to pro­
vide for its certification.

Therefore, under the Federal * Food, 
Drug, and Cosmetic Act (sec. 507,59 Stat. 
463, as amended (21 U.S.C. 357)) and 
under authority delegated to the Com-

b. In § 436.102 by adding new para­
graph (b) (37) and (38) to read as fol­
lows:
§ 436.102 Culture media.

* * * * #
(b) * * *
(37) Medium 37.

Pancreatic digest of casein: 17.0 gm.
Soybean peptone: 3.0 gm.
Dextrose: 2.5 gm.
Sodium chloride: 5.0 gm.
Dipotassium phosphate: 2.5 gm.
Distilled water, q.s.: 1,000.0 ml. 
pH 7.3 after sterilization.

♦ ♦ ♦
* * *

(38) Medium 38.
Peptone: 15.0 gm.
Papaie digest of soybean meal: 5.0 gm. 
Sodium chloride : 4.0 gm.
Sodium sulfite: 0.2 gm.
L-cystine : 0.7 gm.
Dextrose: 5.5 gm.
Aear: 15.0 gm.
Distilled water, a.s.: 1,000.0 ml. 
pH 7.0 after sterilization.

c. In § 436.103 bv alphabetically in­
serting a new item in the table in para­
graph (a) and bv adding new paragraph
(b) (9), as follows:

§ 436.103 Tesi organisms.
(a) * * *

missioner (21 CFR 5.1) (recodification 
published in the Federal R egister of 
June 15, 1976 (41 FR 24262)), Subchap­
ter D of Chapter I of Title 21 of the Code 
of Federal Regulations is amended as 
follows:

PART 430— ANTIBIOTIC DRUGS;
GENERAL

1. Part 430 is amended as follows:

Test organism Method
used

Medium used for 
the— Incubation Suggested

dilution
factor

Suggested storge 
period of suspen-

Slants Roux 
bottles

Roux boule refrigeration

Test organism Y—Pseudomonas 
aeruginosa (ATCC 29336).*

9 36 36
*

24 h............ 1:50 1 week.

♦ * * * * * *

a. In § 430.5 by adding new paragraphs
(a) (61) and (b) (61) to read as follows:
§ 430.5 Definitions o f master and work­

ing standards.
(a) * * *
(61) Ticarcillin. The term “ticarcillin 

master standard” means a specific lot of 
ticarcillin designated by the Commis­
sioner as the standard of comparison in 
determining the potency of the ticarcillin. 
working standard.

(b) * * *
(61) Ticarcillin. The term “ticarcillin 

working standard” means a specific lot of

(b) * * *
(9) Method 9. Proceed as directed in 

paragraph (b) (1) of this section, except 
incubate the slant and Roux bottle at 
37° C and wash the resulting growth 
from the agar surface with 50 milliliters 
of Medium 37 as described in § 436.102
(b )(37).

d. In § 436.105 (a) and (b) by alpha­
betically inserting a new item in the re­
spective tables, as follows:
§ 436.105 Microbiological agar diffu­

sion assay.
* * * * *

(a) * * *

Media to be used (as 
listed by medium 

Antibiotic number in sec.
. 436.102(b))

Milliliters of media to 
be used in the base 

and seed layers Test
organism

Suggested volume 
ot standardized 
inoculum to be 

added to each 100 
ml of seed agar

Incubation 
temperature 
for the plates

Base layer Seed layer Base layer Seed layer

a homogeneous preparation of ticarcillin. * * * * * * * _
Ticarcillin... 38 38 21 4 Y 1.5 &* * * * * * + ♦ * * " * * 

b. In § 430.6 by adding new paragraph ____________________________________________________________  _____
(b) (63) to read as follows: » * * * • » *

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



RULES AND REGULATIONS 14093
(b) *;• •

Working standard stock solutions Standard réponse line 
concentrations

Antibiotic
Drying condi­
tions (method 

number as 
listed in 

sec. 436.200)

Initial 
' sol­

vent

Diluent 
(solvent 

number as 
listed in 

sec. 436.101(a))

Final concen­
tration units 

or milligrams 
per milliliter

Storage 
time under 
refrigertion

Diluent
Final concen­
tration's, units 
or micrograms 
of antibiotic 
activity per 

milliliter
*

Ticarcillin...

*
Not dried...... .

♦

*
1

*
1 mg..............
*

*
Id................

*

*
1

*

4
3.20, 4.00, 5.00, 

6.25, 7.81 mug.
4

* . * ♦ * • *

PART 440— PENICILLIN ANTIBIOTIC 
* DRUGS

2. Part 440 is amended as follows:
a. By adding new § 440.90a to Subpart 

A, to read as follows:
§ 440.90a Sterile ticarcillin disodium.

(a) Requirements for certification—
(1) Standards of identity, strength, 
quality, and purity. Sterile ticarcillin di­
sodium is 6-[(carboxy-3-thienylacetyl) ] 
amino] - 3,3-dimethyl - 7-oxo-4-thia-l- 
azabicyclo[3.2.0]heptane - 2 - carboxylic 
acid disodium salt. I t is so purified and 
dried that:

(1) It contains not less than 800 mi­
crograms of ticarcillin per milligram on 
an anhydrous basis. If it is packaged for 
dispensing, its ticarcillin content is not 
less than 90 percent and not more than 
115 percent of the number of milligrams 
of ticarcillin that it is represented to 
contain.

(ii) It, is sterile.
' (iii) It is nonpyrogenic.

(iv) I t  passes the safety test.
(v) Its moisture content is not more 

than 6.0 percent.
Cvi) Its pH in an aqueous solution 

containing 10 milligrams of ticarcillin per 
milliliter (or if. packaged for dispensing 
after reconstitution as directed in the 
labeling) is not less than 6.0 and not 
more than 8.0.

(vii) It gives a positive identity test 
for ticarcillin.

(viii) Its ticarcillin content is not less 
than 80 percent and not more than 94 
percent on an anhydrous basis.

(2) Labeling. I t shall be labeled in ac­
cordance with the requirements of 
§ 432.5 of this chapter.

(3) Requests for certification; sam­
ples. In addition to complying with the 
requirements of § 431.1 of this chapter, 
each such request shall contain:

(i) Results of tests and assays on the 
batch for potency, sterility, pyrogens, 
safety, moisture, pH, identity, and ticar­
cillin content.

(ii) Samples required:
(a) If it is packaged for repacking or 

for use in the manufacture of another 
drug.

(1) For all tests except sterility: 10 
packages, each containing approxi­
mately 300 milligrams; and 5 packages, 
each containing approximately 1 gram.

(2) For sterility testing: 20 packages, 
each containing approximately 300 milli­
grams.

(b) If it is packaged for dispensing:
(1) For all tests except sterility: A 

minimum of 15 immediate containers.
(2) For sterility testing: 20 immediate 

containers, collected at regular intervals 
throughout each filling operation.

(b) Tests and methods of assay— (1) 
Potency. Proceed as directed in § 436.105 
of this chapter, preparing the sample 
for assay as follows: Dissolve an ac­
curately weighed sample in sufficient 1.0 
percent potassium phosphate buffer, pH
6.0 (solution 1), to give a stock solution 
of convenient concentration; and also, 
if it is packaged for dispensing, recon­
stitute as directed in the labeling. Then 
using a suitable hypodermic needle and 
syringe, remove all the withdrawable 
contents if it is represented as a single 
dose container; or if the labeling speci­
fies the amount of potency in a given 
volume of the resultant preparation, 
remove an accurately measured repre­
sentative portion from each container. 
If it is a single dose container, use a 
separate needle and syringe for each 
container. Dilute with sufficient solution 
1 to give a stock solution of convenient 
concentration. Further dilute an aliquot 
of the stock solution with solution 1 to 
the reference concentration of 5.0 micro­
grams of ticarcillin per milliliter (esti­
mated) .

(2) Sterility. Proceed as directed in 
§ 436.20 of this chapter, using the method 
described in paragraph (e)(1) of that 
section.

(3) Pyrogens. Proceed as directed in 
§ 436.32(b) of this chapter, using a solu­
tion containing 100 milligrams of ticar­
cillin per milliliter.

(4) Safety. Proceed as directed in 
§ 436.33 of this chapter.

(5) Moisture. Proceed as directed in 
§ 436.201 of this chapter.

(6) pH. Proceed as directed in § 436.202 
of this chapter, using an aqueous solu­
tion containing 10 milligrams of ticarcil­
lin per milliliter (or if packaged for 
dispensing, use a solution prepared as 
directed for reconstitution in the label­
ing).

(7) Identity and ticarcillin content. 
Transfer an accurately weighed portion 
of approximately 40 milligrams of the 
sample to a 100-milliliter volumetric 
flask. Dissolve and dilute to volume with 
distilled water. Transfer 5.0 milliliters 
of this solution to another 100-milliliter 
volumetric flask and dilute to volume 
with O.liV methanolic hydrochloric acid
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(prepared by diluting 0.8 milliliter of 12N 
hydrochloric acid to 100 milliliters with 
methyl alcohol). Treat a portion of the 
ticarcillin standard in the same man­
ner. Using a suitable spectrophotometer 
equipped with a 1.0-centimeter quartz 
cell and 0.12V methanolic acid as a blank, 
scan the absorption spectrum of the 
methanolic solution of the sample and

b. By adding new § 440.290 to Subpart 
C, to read as follows:
§ 440.290 Sterile ticarcillin sodium.

The requirements for certification and 
the tests and methods of assay for sterile 
ticarcillin sodium packaged for dispen­
sing are described in § 440.90a.

Because the conditions prerequisite to 
providing for certification of this drug 
have been complied with and the matter 
is noncontroversial, notice and public 
procedure and delayed effective date are 
not prerequisites to this promulgation.

Effective date: This order shall be ef­
fective March 15, 1977.
(Sec. 507, 59 Stat. 463, as amended (21 U.S.C. 
357).)

Dated: March 10, 1977.
Mary A. McEnirys, 
Associate Director for 

Regulatory Affairs, Bureau of Drugs. 
[FR Doc.77-7517 Filed 3-14-77;8:45 am]

[Docket No. 76N-0177]
PART 440— PENICILLIN ANTIBIOTIC 

DRUGS
BenzyIpen ici I loy-Polylysi ne I njection;

Minimum Shelf-Life Potency
The Food and Drug Administration is 

amending the antibiotic drug regulations 
to provide for a minimum shelf-life 
potency for benzylpenicilloyl-polylysine 
injection; effective April 14, 1977.

The commissioner of Food and Drugs 
proposed, in the F ederal R egister of July 
1, 1976 (41 FR 27082), that § 440.210(a)
(1) (21 CFR 440.210(a) (1)) be amended 
to clarify that the minimum potency 
throughout the storage period of the 
drug product is 5.4xl0=lkf, which is 
equivalent to 90 percent of the labeled 
content of the drug product. The maxi­
mum potency limit that is allowable for 
the issuance of a certificate is also speci­
fied in .§ 440.210(a) (1), and this limit 
would also apply for the maximum shelf- 
life potency. Sixty days were allowed for 
public comment on the proposal. No com­
ments were received. Therefore, the Com­
missioner finds that the amendment 
should be adopted as proposed.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 507,59 Stat. 
463 as amended (21 U.S.C. 357)) and 
under authority delegated to the Com­
missioner (21 CFR 5.1) (recodification 
published in the F ederal R egister of 
June 15, 1976 (41 FR 24262)), Part 440 
is amended in § 440.210 by revising para­
graph (a) (1) to read as follows:

The originator of these procedures is 
Carol Shull, National Park Service.

the standard between the wavelengths 
of 300 and 200 nanometers. Determine 
the absorbance of each solution at the 
maxima, at approximately 230 nanom­
eters. The spectrum of the samples 
should compare qualitatively with that 
of the ticarcillin working standard. 
Determine the percent ticarcillin as 
follows:

§ 440.210 Benzylpenicilloyl-polylysine 
injection.

(a) Requirements for certification—
(1) Standards of identity, strength, 
quality, and purity. Benzylpenicilloyl- 
polylysine injection is an aqueous solu­
tion of benzylperycilloyl-polylysine. It 
contains one or more suitable and harm­
less buffers. Its benzylpenicilloyl content 
is satisfactory if it is not less than
5.4 xlO '3 M and not more than 7.0 X10~° 
M, except that for the issuance of a cer­
tificate for a batch, the benzylpenicilloyl 
content must be not less than 6.4 X10‘5
M. I t  is sterile. It is nonpyrogenic. It 
passes the safety test. Its pH is not less 
than 6.5 and not more than 8.5. The 
benzylpenicilloyl-polylysine concentrate 
used conforms to the standards pre­
scribed by § 440.10(a) (1).

4  4  4  4  4

Effective date: This amendment shall 
become effective April 14,1977.
(Sec. 507, 50 Stat. 463 as amended (21 U.S.C. 
357).)

Dated: March 10,1977.
Mary A. McEniry, 

Assistant Director for Regulatory 
Affairs, Bureau of Drugs.

[FR Doc.77-7516 Filed 3-14-77:8:45 am]

SUBCHAPTER E— ANIMAL DRUGS, FEEDS, AND 
RELATED PRODUCTS

[Docket No. 77N-0083]
PART 509— UNAVOIDABLE CONTAMI­

NANTS IN ANIMAL FOOD AND FOOD­
PACKAGING MATERIAL

Polychlorinated Biphenyls (PCB’s)
AGENCY: Food and Drug Administra­
tion, HEW.
ACTION : Final rule.
SUMMARY : This regulation amends 
§ 509.30 Temporary tolerances for poly­
chlorinated biphenyls (PCB’s) (21 CFR 
509.30) to limit its provisions to animal 
feeds and related products.
DATES: Effective date: March 15, 1977.
FOR FURTHER INFORMATION CON­
TACT:

Robert S. Brigham, Bureau of Veteri­
nary Medicine (HFV-238), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 5600 
Fishers Lane, Rockville, MD 20857, 
(301) 443-6243.

SUPPLEMENTARY INFORMATION: 
In a regulation published in the Federal 
R egister of September 10, 1976 (41 FR

38618), the Commissioner of Food and 
Drugs reorganized and republished cer­
tain sections of the general regulations 
under Subchapter A and the general food 
regulations under Subchapter B into 
Subchapter E—Animal Drugs, Feeds, 
and Related Products. As part of this re­
organization and republication, § 109.30 
Temporary ' tolerances for polychlori­
nated biphenyls (PCB’s) (21 CFR 109.30 
(formerly § 122.10, prior to recodification 
published elsewhere in this issue of the 
F ederal R egister) )  was republished in 
Subchapter E as new § 509.30, while 
being retained in Subchapter B because 
of its provisions for food for human use.

It has come to the attention of the 
Commissioner that certain* of the tem­
porary tolerances for PCB’s in foods in­
tended for human use were inadvertently 
republished in § 509.30 when that regu­
lation was issued September 10, 1976. 
Therefore the Commissioner is amending 
§ 509.30 as set forth below to limit its 
provisions to animal feed and related 
products as was originallv intended. 
Temporary tolerances for PCB’s in food 
intended for human use will continue to 
appear in § 109.30.

Therefore under the Federal Food, 
Drug, and Cosmetic Act (secs. 402(a), 
406, 409, 701, 52 Stat. 1046 as amended, 
1049, 1055-1056 as amended by 70 Stat. 
919 and 72 Stat. 948, 72 Stat. 1784-1788 
as amended (21 U.S.C. 342(a), 346, 348, 
371) and under authority delegated to 
the Commissioner (21 CFR 5.1), § 509.30 
is revised by deleting paragraphs (a) (1),
(2), (3)’, (4), (7) and (8T~and by redesig­
nating paragraphs (a)(5), (6), and (9) 
as paragraphs (a) (1), (2), and (3) re­
spectively, to read as follows:
§ 509.30 Temporary tolerances for poly­

chlorinated biphenyls (PCB’s) .
(a) Polychlorinated biphenyls (PCB’s) 

are toxic, industrial chemicals. Because 
of their widespread, uncontrolled indus­
trial applications, PCB’s have become a 
persistent and ubiquitous contaminant in 
the environment. As a result, certain 
foods and animal feeds, principally those 
of animal and marine origin, contain 
PCB’s as unavoidable, environmental 
contaminants. PCB’s are transmitted to 
the food portion (meat, milk, and eggs) 
of food producing animals ingesting PCB 
contaminated animal feed. In addition, a 
significant percentage of paper food­
packaging materials contain PCB’s which 
may migrate to the packaged food. The 
source of PCB’s in paper food-packaging 
materials is primarily of certain types of 
carbonless copy paper (containing 3 to 5 
percent PCB’s) in waste paper stocks 
used for manufacturing recycled paper. 
Therefore, temporary tolerances for res­
idues of PCB's as unavoidable environ­
mental or industrial contaminants are 
established for a sufficient period of time 
following the effective date of this para­
graph to permit the elimination of such 
contaminants at the earliest practicable 
time. For the purposes of this paragraph, 
the term “polychlorinated biphenyls 
(PCB’s)” is applicable to mixtures of 
chlorinated biphenyl compounds, irre­
spective of which mixture of PCB’s is 
present as the residue. The temporary

Percent ticarcillin=
Weight in milligrams Potency of standard in 

Absorbance of sample X of standard X micrograms per milligram X 10
Absorbance of standard X Weight in milligrams X (100—m) 

of sample
where: m=Percent moisture in the sample.
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tolerances for residues of PCB’s are as 
follows:

(1) 0.2 part per million in finished 
animal feed for food-producing animals 
(except the following finished animal 
feeds: feed concentrates, feed supple­
ments, and feed premixes).

(2) 2 parts per million in animal feed 
components of animal origin, including 
fishmeal and other by-products of ma­
rine origin and in finished animal feed 
concentrates, supplements, and premixes 
intended for food-producing animals.

(3) 10 parts per million in paper food­
packaging material intended for or used 
with finished animal feed and any com­
ponents intended for animal feeds. The 
tolerance shall not apply to paper food­
packaging material separated from the 
food therein by a functional barrier 
which is impermeable to migration of 
PCB’s.

(b) A compilation entitled “Analytical 
Methodology for Polychlorinated Bi­
phenyls, February 1973” for determining 
compliance with the tolerances estab­
lished in this section is available from 
the Hearing Clerk, Food and Drug Ad­
ministration, Room 4-65, 5600 Fishers 
Lane, Rockville, MD 20352.

Note.—At 38 FR 22794, Aug. 24, 1973, the 
following appeared concerning § 509.30(a) 
(9):
* * * § 509.30(a) (9) is hereby stayed pending 
full review of the objections and requests 
for hearing.* * *

In the interim, as stated in the final order 
(33 FR 18098) the Food and Drug Adminis­
tration will enforce the temporary tolerance 
level established by § 509.30(a) (9) by seizing 
any paper food-packaging material shipped 
in interstate commerce after September 4, 
1973 containing higher than the specified 
level of PCB’s as adulterated in violation of 
sec. 402 of the act.

The changes being made are nonsub­
stantive, and for this reason notice and 
public procedure are not prerequisites to 
this promulgation.

Effective date: This regulation is ef­
fective March 15, 1977.

Dated: March 9,1977.
W illiam F. Randolph,

Acting'Associate Commissioner 
for Compliance.

[FR Doc.77-7519 Filed 3-14-77;8:45 am]

SUBCHAPTER F— BIOLOGICS 
[Docket No. 76N-0C04]

PART 610— GENERAL BIOLOGICAL 
PRODUCTS STANDARDS

Dating Period for Collagenase; Correction 
In FR Doc. 76-27237 appearing at page 

40101 in the Federal R egister for Friday, 
September 17, 1976, § 610.53 is corrected 
by changing the listing for “collagenase” 
to read as follows :
§ 610.53 Dating periods for specific 

products.
* * • * , *

Collagenase —  Four years, provided label­
ing recommends storage 
at no warmer than 37° C. 
§ 610.51 does not apply. 

* * * * *  
Dated: March 8, 1977.

J oseph P. H ile, 
Associate Commissioner for 

Compliance. 
[FR Doc.77-7518 Filed 3-14-77;8:45 am]

SUBCHAPTER B—FOOD AND FOOD PRODUCTS 
[Docket No. 76N-0070]

PART 121— FOOD ADDITIVES
Aciylonitrile Copolymer Beverage 

Containers
AGENCY: Food and Drug Administra­
tion (FDA).
ACTION: Temporary stay of stay of reg­
ulations.
SUMMARY: An order of the U.S. Court 
of Appeals for the District of Columbia 
has temporarily stayed the FDA admin­
istrative order staying those food addi­
tive regulations or portions thereof that 
permit acrylonitrile copolymers to be 
used to fabricate beverage containers.
DATES: Effective date March 11, 1977.
FOR FURTHER INFORMATION CON­
TACT: *

Thomas C. Brown, Division of Food 
and Color Additives, (HFF-334), Bu­
reau of Foods, Food and Drug Admin­
istration, Department of Health, Edu­
cation, and Welfare, 200 C St. SW., 
Washington, D.C. 20204, 202-472-5690.

SUPPLEMENTARY INFORMATION:
In the Federal Register of March 11, 
1977 (42 FR 13546), FDA published an 
order staying certain food additive reg­
ulations or portions thereof that permit 
acrylonitrile copolymers to be used 
to fabricate beverage containers. On 
March 7, 1877,* the Monsanto Company 
filed, in the United States Court of Ap­
peals for the District of Columbia Cir­
cuit, a motion for stay of FDA’s order 
insofar as it stays one of those regula­
tions, § 121.2629 (21 CFR 121.2629). On 
March 11,1977, the Court of Appeals or­
dered that FDA’s administrative order 
staying § 121.2629 be stayed pending ac­
tion on the merits of Monsanto’s motion, 
oral argument on which is scheduled for 
2 p.m., March 16,1977.

Dated: March 11,1977.
Joseph P. H ile, 

Associate Commissioner for 
Compliance.

[FR Doc.77-7755 Filed 3-11-77;3:56 pm]

PART 510— NEW ANIMAL DRUGS
Sponsors of Approved Applications; Zoecon 

Industries; Change of Sponsor Name
The Food and Drug Administration 

approves two supplemental new animal

drug applications (NADA’s 41-587, 94- 
777V) filed by Zoecon Industries, Inc., 
12200 Denton Drive, Dallas, TX 75234, 
providing for revised labeling to reflect 
the change in sponsor’s name from 
Thuron Industries, Inc., to Zoecon In­
dustries. The approval is effective March
15,1977..

The Commissioner of Food and Drugs 
is amending Part 510 (21 CFR Part 510) 
to reflect this approval. This independ­
ent action, to approve the corporate 
change of name has not required a re- 
evaluation of the safety and effective­
ness date underlying the original 
NADA’s and does not constitute a re­
affirmation of the drug’s safety and 
effectiveness.
(Sec. 512(1), 82 Stat. 347 (21 U.S.C. 360b(i)) 
and under authority delegated to the Com­
missioner (21 CFR 5.1) (recodification pub­
lished 41 FR 24262).)

Part 510 is amended in § 510.600(c) (1) 
to delete the entry for Thuron Indus­
tries, Inc., and to alphabetically add a 
new entry for Zoecon Industries, Inc., 
and in paragraph (c) (2) in the entry for 
No. 011536 to delete the company name 
Thuron Industries, Inc., and to insert 
in its place the new company name Zoe­
con Industries, Inc., to read as follows:
§ 510.600 Names, addresses, and code 

numbers o f sponsors o f approved ap­
plications.
* * * * *

(C) * * *
(1) * * *

Drug
Firm name and address: listing No.

* * * * *  
Zoecon Industries, Inc., 12200 

Denton Dr., Dallas, Tex. 75234_ 011536
* * * * *

(2 ) * * *

Drug listing No.: Firm name and address
011536-----------  Zoecon Industries, Inc.,

12200 Denton Dr.,
. Dallas, Tex. 75234.

* * * * * 
Effective date: This amendment shall 

be effective March 15,1977.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i)).) 

Dated: March 10, 1977.
F red J. K ingma,

Acting Director, 
Bureau of Veterinary Medicine.

[FR Doc.77-7633 Filed 3-14-77;8:45 am]

PART 555— CHLORAMPHENICOL 
DRUGS FOR ANIMAL USE

Oral Dosage Forms; Chloramphenicol 
Tablets

The Food and Drug Administration 
approves a new animal drug application 
(NADA 65-461V) filed by Philips-Rox- 
ane, Inc., 2621 North Belt Highway, St. 
Joseph, MO 64502, proposing the safe 
and effective use of chloramphenicol tab­
lets for dogs for treating bacterial pul­
monary infections, bacterial infections of 
the urinary tract, bacterial enteritis, and
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bacterial infections associated with 
canine distemper, caused by susceptible 
organisms. The approval is effective 
March 15, 1977.

The Commissioner is amending 
§ 555.110a (21 CFR 555.110a) to reflect 
this approval.

In accordance with § 514.11(e) (2) (ii) 
(21 CFR 514.11(e) (2) (ii) ) of the animal 
drug regulations, a summary of the 
safety and effectiveness data and infor­
mation submitted to support the ap­
proval of this application is released pub­
licly. The summary is available for pub­
lic examination at the office of the Hear­
ing Clerk, Rm. 4-65, 5600 Fishers Lane, 
Rockville, MD 20857, between the hours 
of 9 a.m. and 4 p.m., Monday through 
Friday.
(Sec. 512 (i) and (n), 82 Stat. 347, 350-351 
(21 U.S.C. 360 (i) and (n), add under au­

thority delegated to the Commissioner (21 
CFR 5.1) (recodification published in the 
F ederal Register of June 15, 1976 (41 FR 
24262) ).)

Part 555 is amended in § 555.110a by 
revising paragraphs (a)(1) and (c)(1)
(i) and (ii) to read as follows :
§ 555.110a C hloram phenicol tablets.

(a) Requirements for certification— 
(1) Standards of identity, strength, qual­
ity, and purity. Chloramphenicol tablets 
are composed of chloramphenicol with or 
without one or more suitable diluents, 
lubricants, binders, colorings, and coat­
ing substances. Each tablet contains 100, 
250, or 500 milligrams or 1 gram of chlor­
amphenicol. Its potency is satisfactory if 
it is not less than 90 percent and not 
more than 120 percent of the number of 
milligrams of chloramphenicol that it 
is represented to contain. Tablets shall 
disintegrate within 1 hour. The chloram­
phenicol used conforms to the standards 
prescribed by § 455.10(a) (1) of this 
chapter.

* * • * * *
(c) Conditions of marketing—(1) (i) 

Specifications. Chloramphenicol tablets 
conform to the certification requirements 
of paragraph (a) of this section.

(ii) Sponsor. No. 017030 in § 510.600
(c) of this chapter for 100 milligram tab­
let; No. 000010 in § 510.600(c) of this 
chapter for' 100, 250, or 500 milligram or 
1 gram tablets.* * * * *

Effective date; This regulation shall 
be effective March 15, 1977.
(Sec. 512(1) and (n), 82 Stat. 347, 350-351 
(21 U.S.C. 360b(i) and (n) ).)

Dated: March 10, 1977.
F red J. K ingma,

Acting Director, 
Bureau of Veterinary Medicine.

[FR Doc.77-7631 Filed 3-14-77;8:45 am]

Title 24— Housing and Urban Development
CHAPTER VIII— LOW INCOME HOUSING,

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No. R-77-398]
PART 841— PUBLIC HOUSING PROGRAM;

DEVELOPMENT PHASE
Appendix A— Prototype Cost Limits for 

Low-Income Housing ^
In the F ederal R egister issued-June 9, 

1976, (41 FR 23302), prototype per unit 
cost schedules were published pursuant 
to section 6(b) of the United States 
Housing Act of 1937. Subsequently, con­
sideration was given to factual cost data 
and other information received from the 
Chicago Area Office Field Staff which 
showed that the cost limits imposed by 
the schedule now in effect are unrealisti­
cally low. The publishing of these revised 
prototype per unit cost schedules will 
permit housing to be built that other­
wise could not,- with cost limits that are 
now in effect. The cost data and other 
information submitted indicated that the 
prototype per unit cost schedule for Chi­
cago should be revised and retained 
under the City of Chicago designation. 
The contiguous areas currently included 
under the Chicago designation will re­
main unchanged and are republished 
with the designation of Aurora.

Prototype cost limits were previously 
published as an appendix to 24 CFR 
Part 275. Effective February 7, 1977, this 
appendix has been redesignated Appen­
dix A, “Prototype Cost Limits for Low- 
Income Housing,” to 24 CFR Part 841. 
This change was made in connection 
with publication of the final regulations 
for the Public Housing Program—Devel­
opment Phase, 24 CFR Part 841.

Section 6(b) of the U.S* Housing Act 
provides that prototype costs be effective

on March 15, 1977. However, written 
data, views or statements may be filed 
with the Director, Office of Technical 
Support, HUD Central Office, 451 7th 
Street, SW., Room 6160, Washington, 
D.C. 20410, and a copy should be sent to 
the HUD Area Office, 1 North Dearborn 
Street, Chicago, Illinois 60602.

A Finding of Inapplicability respecting 
the National Environmental Policy Act 
of 1969, has been made in accordance 
with HUD procedures. A copy of this 
Finding of Inapplicability will be avail­
able for public inspection during regular 
business hours in the Office of the Rules 
Docket Clerk, Office of the Secretary, 
Room 10141, Department of Housing and 
Urban Development, 451 7th Street, SW., 
Washington, D.C.

Accordingly, the prototype per unit 
cost schedule, pursuant to 24 CFR Part 
841 is amended as follows:

1. At 41 FR 23329, substitute the 
revised prototype per unit cost schedule 
for Chicago, shown on the table set forth 
hereinafter entitled “Prototype Per Unit 
Cost Schedule—Region V.”

2. At 41 FR 23329, add the prototype 
per unit cost schedule for Aurora, shown 
on the table set forth hereinafter entitled 
“Prototype Per Unit Cost Schedule— 
Region V.”
(Sec. 7 (d ), Department of HUD Act, 42 U.S.C. 
3535(d).)

Note.—It is hereby certified that the eco­
nomic and inflationary impacts of the amend­
ment to Part 841 have been carefully evalu­
ated in accordance with Executive Order No. 
11821.

Effective date: This amendment is ef­
fective on March 15,1977.

M orton A. B aruch, 
Acting Deputy Assistant. Secre­

tary for Housing, Federal 
Housing Commissioner.

P rototype P er Unit Cost Schedule

region v

Number of bedrooms
0 1 2 3 .4 5 6

Chicago, Ill-Detached and semidetached.
Row dwellings--- -----------
W alk-up_______

14,400
13,910
13,640
16,860
13,450
13,000
12,750
16,850

17,550
16,800
16,900
19.600
16,400
15,700
16,800
19.600

21,500
20,650
21,350
24,800

25,600
24,640
25,360

30,800
29,640
27,350

34,350
32,950
32,800

35,950
34,560
33,920

Aurora, 111.:Detached and semidetached.
Row dwellings________
Walk-up.......—---- i --------Elevator-structure.—........—

20,100 
19,300 
19,950 
24,800 ..

23,950
23,050
23,700

28,800
27,700
25,550

32,100
30,800
30,200

33,600
32,300
31,700

[FR Doc.77-7568 Filed 3-14-77;8:45 am]
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Title 34— Government Management
CHAPTER II— GENERAL SERVICES 

ADMINISTRATION
SUBCHAPTER C— PROPERTY MANAGEMENT

PART 233— GUIDELINES FOR AGENCY 
IMPLEMENTATION OF THE UNIFORM 
RELOCATION ASSISTANCE AND REAL 
PROPERTY ACQUISITION POLICIES ACT 
OF 1970, PUBLIC LAW 91-646
Regulations formerly appearing in 34 

CPR Part 233 are transferred to 41 CPR 
Chapter 101 and redesignated as Subpart
6.1 of that chapter. Accordingly, Part 
233 of Title 34 is hereby vacated and 
reserved.
(Sec. 205(c), 63 Stat. 390, 40 U.S.C. 486(c); 
EO 11893.)

Effective date: This regulation is effec­
tive March 15,1977.

Note.—The General Services Administra­
tion has determined that this document does 
not contain a major proposal requiring prep­
aration of an Inflation Impact Statement 
under Executive Order 11821 and OMB Cir­
cular A-107.

Dated: March 7,1977.
R obert T. Griffin,

Acting Administrator of 
General Services.

[FR Doc.77-7541 Filed 3-14-77;8:45 am]

Title 36— Parks, Forests, and Public 
Property

CHAPTER I— NATIONAL PARK SERVICE, 
DEPARTMENT OF THE INTERIOR

PART 60— NATIONAL REGISTER OF 
HISTORIC PLACES

Procedures for Nominations by State 
Agencies

On January 9, 1976, Part 60, National 
Register of Historic Places, was added to 
36 CFR by publication in the Federal 
Register (40 FR 1590). Section 60.12 
thereof sets forth certain notification re­
quirements with respect to a State’s 
nomination of properties to the National 
Register. However, due to the historic 
preservation incentives included in sec­
tion 2124 of the Tax Reform Act of 1976, 
90 Stat. 1519, Federal income tax conse­
quences now attach to certain categories 
of properties listed in the National Reg­
ister. In order to apprise property own­
ers of these new consequences of Na­
tional Register listing and to give prop­
erty owners a full opportunity to com­
ment on the proposed nominations, cer­
tain amendments to §§ 60.12 and 60.13 
are set forth below. It is the Depart­
ment’s general policy to publish all reg­
ulations for public comment before mak­
ing them effective. However, in this sit­
uation, the following amendments are 
made effective March 15, 1977, because 
the tax consequences of the Tax Reform 
Act of 1976 are currently in effect. These 
regulations provide for greater public 
participation and comment in the nomi­
nation process. Any comments on the 
amendments may be addressed to the 
Chief, Office of Archeology and Historic 
Preservation, National Park Service, De­
partment of the Interior, Washington, 
D.C. 20240.

The originator of these procedures is 
Carol Shull, National Park Service.

Accordingly, §§ 60.12 (c), (d), (e), and 
(f) and § 60.13 of Part 60 of Chapter I 
of Title 36 of the Code of Federal Reg­
ulations are hereby amended, and a new 
§ 60.12(g) added, effective as of this date 
of publication, to read as follows:
§ 60.12 Notification.

* * * * *
(c) The identification and nomina­

tion of historic and cultural resources, as 
a function that has been assumed by the 
various States, is essentially a State ac­
tion. The nomination of a property is a 
proposal to the National Park Service 
and does not constitute listing. However, 
nominations received from the various 
States are, in the vast majority of situ­
ations, accepted by the National Park 
Service. Listing in the National Register 
is a Department of the Interior decision. 
As a part of the nomination process, each 
State is required to notify property own­
ers in writing except as specified in para­
graph (d) of this section of the State’s 
intent to nominate a property and to 
allow a reasonable opportunity for the 
presentation of written comments con­
cerning the property’s significance prior 
to review board consideration. The re­
quired notice shall advise the property 
owner that certain Federal tax conse­
quences may result from listing in the 
National Register and refer to section 
2124 of the Tax Reform Act of 1976. The 
States are also strongly encouraged to 
notify appropriate State, county, or mu­
nicipal authorities and to allow them a 
reasonable opportunity to present writ­
ten comments concerning the property’s 
significance prior to review board con­
sideration.

(d) In the event of a nomination of 
a historic district of multiple owner­
ships where notice to individual prop­
erty owners is not practicable, each State 
is required to notify appropriate State, 
county, or municipal authorities; to pro­
vide other means of general notice con­
cerning the State’s intent to nominate 
the district; and to allow a' reasonable 
opportunity for the presentation of writ­
ten comments concerning the district’s 
significance prior to review board con­
sideration. Such notice must point out 
that certain Federal tax consequences 
may result from listing of the district in 
the National Register and must refer to 
section 2124 of the Tax Reform Act of 
1976 in this respect.

(e) State Historic Preservation Officers 
are required to obtain and submit to the 
National Park Service at the time of 
nomination the names and addresses of 
the owners of record of all properties 
nominated to the National Register by 
the State, including all owners of prop­
erties in historic districts. When the 
State Historic Preservation Officer signs 
the nomination and forwards it to the 
National Park Service, he is certifying 
that the owners of record have been ob­
tained from the most current list avail­
able as of the date of the nomination.

(f) State Historic Preservation Officers 
are required to inform property owners 
or appropriate local authorities when 
properties are added to the National 
Register.
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(g) In consultation with the State’s 
Attorney General, each State should 
adopt general notification procedures 
consistent with the considerations of this 
section and provide the National Park 
Service with a copy of these procedures 
when completed, and thereafter include 
them in the annual State historic pres­
ervation plan or whenever changes are 
made.
•§ 60.13 Notification o f owners o f record 

and publication in the “Federal 
Register.”

(a) When a nomination from a State 
is received, the National Park Service 
shall notify in writing each owner of 
record submitted by the State that the 
property (or proposed historic district 
within which it is located) has been 
nominated to the National Register and 
shall allow a reasonable opportunity for 
the presentation of written comments 
concerning the property’s significance 
prior to listing the property in the Na­
tional Register. Such notice shall advise 
property owners that certain Federal 
tax consequences may result from list­
ing of the property in the National 
Register and refer to section 2124 of the 
Tax Reform Act of 1976 in this respect. 
The notice shall also advise the owner 
of the National Register criteria of 
evaluation as set forth herein.

(b) When a nomination is received, 
the National Park Service shall pub­
lish notice in the F ederal R egister that 
the property is being considered for list­
ing and shall receive additional written 
comments concerning the significance of 
the property under the National Register 
criteria for evaluation to the extent 
practicable.

(c) The National Park Service shall 
notify the State Historic Preservation 
Officer of the listing of the property and 
publish notice of listing in the Federal 
R egister on a regular basis and in a 
cumulative edition which shall appear 
once a year, usually in February.

Dated: February 23,1977.
Approved :

Ernest A. Connally,
Acting Director, 

National Park Service.
[FR Doc.77-7575 Filed 3-14-77;8:45 am]

Title 41— Public Contracts and Property 
Management

CHAPTER 101— FEDERAL PROPERTY 
MANAGEMENT REGULATIONS

SUBCHAPTER A— GENERAL 
[FPMR Amdt. A-26]

PART 101-6— MISCELLANEOUS 
REGULATIONS

Recodification of Guidelines for Agency
Implementation of Uniform Relocation
Assistance and Real Property Acquisi­
tion Policies Act of 1970
Executive Order 11893, dated Decem­

ber 31, 1975, transferred certain func­
tions of the General Services Adminis­
tration (GSA) to the Office of Manage­
ment and Budget (OMB) and resulted in 
the abolishment of the Office of Federal
5, 1977
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Management Policy in GSA. One func­
tion that was not transferred to OMB is 
the responsibility for implementing Pub. 
L. 91-646. The regulations implementing 
this law were codified in 34 CFR Part 
233. GSA has determined that these reg­
ulations should be transferred to 41 CFR 
Chapter 101. Therefore, the regulations 
formerly found in 34 CFR Part 233 are 
revised as set forth below and redesig­
nated as Subpart 6.1 of Chapter 101 of 
Title 41.

The table of contents for Part 101-6 is 
amended by the addition of Subpart 101- 
6.1 as follows:
Subpart 101-6.1— Guidelines for Agency Imple­

mentation of the Uniform Relocation Assist­
ance and Real Property Acquisition Policies 
Act of 1970, Public Law 91-646

Sec.
101- 6.100 . 
101- 6.101 
101- 6 . 101-1

101- 6 .101-2

101-6.101-3
101-6.101-4
101- 6.102
101- 6 . 102-1
101- 6 .102-2

101-6.102-3

101-6.102-4
101-6.102-5
101- 6 .102-6
101-6.102-7
101- 6 .102-8
101-6.102-9
101-6.102-40
101-6402-11
101- 6 .102-12
101-6.102-13
101-6.102-14

'101—6.103

101-6.103-1
101-6.103-2

101-6.103-3

101-6.104
101-6.104-1
101-6.104-2

101—6.104-3

101-6.104-4

101-6.104-5

101-6.105

101-6.105-1
101-6.105-2
101-6.105-3
101-6.105-4
101-6.105-5
101-6.105-6

101-6.106

101-6.106-1
101-6.106-2

101-6.106-3

101-6.106-4
101-6.106-5

Scope of subpart.
General.
Relocation Assistance Imple­

mentation C o m m i t t e e  
(RAIC).

Federal Regional Council 
(FRC) Uniform Relocation 
and Real Property Acquisi­
tion Coordination.

General considerations.
Applicability.
Definitions.
Applicability.
C o m p a r a b l e  replacement 

dwelling.
Decent, safe, and sanitary 

housing.
Economic rent.
Incidental expenses.
Initiation of negotiations.
Interest payment.
Net earnings.
The Act.
Displacing agency.
Dwelling.
Family.
Financial means.
Owner.
Assurance of adequate replace­

ment housing prior to dis­
placement.

Assurance of availability.
Housing provided as a last re­

sort.
Loans for planning and pre­

liminary expenses.
Moving and related expenses.
Eligibility.
Actual reasonable expenses in 

moving.
Nonallowable moving expenses 

and losses.
Expenses in searching for re­

placement business or farm.
Actual direct losses by busi­

ness or farm operation.
Payments in lieu of moving 

and related expenses.
Dwellings—schedules.
Businesses—eligibility.
Farms.
Nonprofit organizations.
Net earnings.
Amount of business fixed pay­

ment.
Replacement housing payment 

for homeowners.
Eligibility.
C o m p a r a b l e  replacement 

dwelling.
Computation of replacement 

housing payment.
Mortgage insurance.
Format for computation of in­

terest payment; development 
of monthly payment figures.

Sec.
101-6.107

101-6.107-1
101-6.107-2

101-6.107-3

101-6.108

101-6.108-1

101-6.108-2

101-6.108-3

101-6.108-4
101-6.109
101-6.109-1
101-6.109-2

101- 6.110  
101- 6 . 111_ _

101- 6.111—1
101-6.111-2
101-6.111-3
101-6.111-4
101-6.111-5
101- 6.112
101- 6 . 112-1

Replacement housing pay­
ments for tenants and cer­
tain others.

Eligibility.
Computation of replacement 

housing payments for dis­
placed tenants.

Computation of replacement 
housing payments for cer­
tain others.

Relocation assistance advisory 
services.

Relocation assistance advisory 
program.

Coordination of planned relo­
cation activities.

Contracting for relocation 
services.

General contacts.
Federally assisted programs.
Assurances.
Administration of relocation 

assistance programs.
Annual report [Reserved].
Uniform real property acqui­

sition policy.
Applicability.
Acquisition procedures.
Appraisal standards.
Notice to move.
Federally assisted programs.
Administrative review.
Procedures.

Authority: Sec. 205(c), 63 Stat. 390; 40 
U.S.C. 486(c); Executive Order 11717 and 
President’s Memorandum of September 6, 
1973, to the heads of departments and agen­
cies, Subject: The Uniform Relocation Assist­
ance and Real Property Acquisition Policies 
Act of 1970.

Subpart 101-6.1 is added as follows:
Subpart 1 0 1 -6 .1— Guidelines for Agency 

Implementation of the Uniform Reloca­
tion Assistance and Real Property 
Acquisition Policies Act of 1970, Public 
Law 91—646

§ 101—6.100 Scope o f  subpart.
This subpart applies to all programs or 

projects of a Federal agency which in­
volve the acquisition of real property or 
the displacement of people, businesses, or 
farm operations. The subpart also applies 
to those federally assisted programs or 
projects conducted by a State agency, as 
the term is defined in the Act, which in­
volve the acquisition of real property or 
cause the displacement of people, busi­
nesses, or farm operations.' The geo­
graphical coverage includes the several 
States of the United States, the. District 
of Columbia, the Commonwealth of 
Puerto Rico, any territorial possession of 
the United States, the Trust Territory of 
the Pacific Islands, and any political sub­
division thereof.
§ 101—6.101 General. „

(a) The guidelines in this subpart are 
to assist Federal agencies in developing 
regulations and procedures to implement 
the Uniform Relocation ^Assistance and 
Real Property Acquisition Policies Act of 
1970, hereinafter referred to as the Act, 
and to ensure uniform, fair, and equit­
able policies for the acquisition of real 
property and treatment of persons dis­
placed by Federal and federally assisted 
programs.

(b) The guidelines in this subpart are 
limited to those provisions of the Act

identified by the interagency task force 
appointed in accordance with the Presi­
dent’s memorandum of January 4, 1971. 
They also address those problem areas 
considered by the Relocation Assistance 
Implementation Committee (RAIC) 
since the issuance of OMB Circular 
A-103, May 1, 1972. In the event of any 
conflict between these guidelines and the 
provisions of the Act, or any other appli­
cable law, the statutory provisions are 
controlling.
§ 101—6.101—1 Relocation Assistance 

Implementation Committee (RAIC).
(a) Background. (1) To promote the 

uniform and effective administration of 
relocation assistance and real property 
acquisition programs, the Act authorizes 
and directs the heads of Federal agencies 
to consult together on the establishment 
of regulations and procedures for the 
administration of such programs.

(2) To achieve the uniformity re­
quired by the Act, the President, by 
memorandum of January 4, 1971, di­
rected the Office of Management and 
Budget to form a Relocation Assistance 
Advisory Committee. The Relocation 
Assistance Advisory Committee was 
composed of representatives of the ma­
jor Federal agencies responsible for the 
administration of programs involving the 
displacement of individuals, businesses, 
and farms. '

(3) Following its initial establishment 
within the Office of Management and 
Budget, the name of the Relocation As­
sistance Advisory Committee was 
changed to Relocation Assistance Imple­
mentation Committee. The Committee 
name change fore appropriately reflects 
its role.

(4) Pursuant to Executive Order 
11717 and the President’s statement of 
September 6, 1973, the functions and 
chairmanship of the Relocation Assist­
ance Implementation Committee were 
transferred from the Office of Manage­
ment and Budget to the General Services 
Administration.

(b) Membership and functions. (1) 
RAIC serves as the official forum at the 
national level where duly appointed rep­
resentatives of several major Federal de­
partments consult together on the Gov­
ernment’s real property acquisition and 
relocation programs. Represented on 
RAIC are the Departments of Agricul­
ture; Defense; Health, Education, and 
Welfare; Housing and Urban Develop­
ment; Interior; Justice; Transportation; 
and the General Services Administra­
tion. The United States Postal Service 
also participates in activities of the 
RAIC. The Administrator of General 
Services or his designee is the Chairman 
of the RAIC and he may invite other 
Federal agenciAi to participate as appro­
priate.

(2) RAIC is responsible for promoting 
the underlying purposes of the Act and 
for ensuring national uniformity, to the 
extent practicable, among Federal agen­
cies with respect to real property acquisi­
tion and relocation assistance programs. 
The guidelines in this subpart were pre­
pared by RAIC and reflect the collective 
experience of the member agencies.
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(3) In carrying out its responsibilities 
RAIC makes recommendations to the 
General Services Administration regard­
ing:' . ,

(1) Revisions Federal agencies should 
make in their regulations and procedures 
to ensure national uniformity;

(ii) Revisions to be made to the guide­
lines to assure compliance with the in­
tent and spirit of the Act; and

(iii) Need for new legislation.
(c) Liaison official for agencies not 

represented on the committee. Each 
agency that is responsible for the acqui­
sition of real property or displacement of 
persons, businesses, or farm operations, 
and is not represented on the Committee 
shall designate an individual to serve as 
liaison to coordinate the agency’s reloca­
tion activities with the General Services 
Administration. The name of the désig­
née and any changes in designations 
shall be submitted to the Office of Space 
Planning and Management, General 
Services Administration (PR), Washing­
ton, DC 20405.
§ 101—6.101—2 Federal Regional Coun­

cil (FRC) Uniform Relocation As­
sistance and Real Property Acquisi­
tion Coordination.

(a) Formation and organization. (1) 
The chairmen of the Federal Regional 
Councils have been requested to ask 
council members to designate an agency 
representative who will be responsible for 
coordination of the agency’s activities in 
the region for the implementation of the 
Uniform Relocation Assistance and Real 
Property Acquisition Policies Act of 1970. 
Agencies such as GSA and others having 
relocation assistance and real property 
acquisition programs, but who are not 
represented on the Federal Regional 
Councils, should be asked to provide des­
ignees also.

(2) The specific organization, struc­
ture, and procedures governing regional 
coordinating mechanisms (e.g., task 
force) shall be determined by each FRC 
but shall be consistent with normal FRC 
guidelines on supervision of interagency 
coordinating committees as promulgated 
by the Office of Management and Budget. 
Each FRC should, however, designate 
a lead staff member to ensure continuity 
and a focal point for coordination with 
agencies in the field and in Washington, 
D.C. Copies of periodic reports to the 
PRC Chairman should also be forwarded 
to the Chairman of the RAIC Working 
Group, Office of Space Planning and 
Management, General Services Admin­
istration, in Washington, D.C., for in­
formation. (Mailing address: General 
Services Administration (P R ) , Washing­
ton, D.C. 20405.)

(b) Objectives and responsibilities. 
The prime objective of the FRC will be 
to provide an umbrella for regional co­
ordination of relocation assistance and 
real Property acquisition program.«; 
among concerned Federal and federally 
assisted agencies. The FRC should un- 
aertake such programs as necessary to 
ensure continuing coordination and in­
formation sharing among the various

deral, State, and local agencies con­

cerned with relocation assistance and 
should:

(1) Ensure effective coordination 
among Federal agencies in implement­
ing real property acquisition and re­
location assistance policies and programs 
within the region on a consistent and 
uniform basis.

(2) Ensure effective coordination be­
tween Federal agencies and State and 
local Government officials concerned with 
relocation assistance and real property 
acquisition.

(3) Provide appropriate training/ 
orientation programs for Federal, State, 
and local officials responsible for reloca­
tion assistance and real property acquisi­
tion as needed.

(4) Resolve in the field to the extent 
feasible and practical, conflicts and in­
consistencies identified in the implemen­
tation of the guidelines and related re­
location assistance and real property ac­
quisition policies. Those concerning 
agency policy matters which cannot be 
resolved in the field will be referred to 
GSA through its Under Secretaries’ 
Group Representative for appropriate 
RAIC action by the Chairman with a 
copy to OMB.
§ 101—6.101—3 Genera} considerations.

(a) In developing regulations and pro­
cedures under the Act antf this subpart, 
agencies should consider:

(1) House Report No. 91-1656 of De­
cember 2, 1970, a report to accompany 
S.l, Committee on Public Works, House 
of Representatives, 91st Congress, 2nd 
Session; and

(2) Provisions of other applicable law, 
including Title VI of the Civil Rights Act 
of 1964, Title VIII of the Civil Rights 
Act of 1968, and good faith and reason­
ableness.

(b) The Act shall be applied and ad­
ministered to promote its underlying 
purposes and policies.

6c) Agencies shall instruct officials re­
sponsible for programs under this Act 
that:

(1) A written notice of displacement 
must be given to each individual, family 
business, or farm operation to be dis­
placed. The notice shall be served per­
sonally or by certified (or registered) 
first-class mail;

(2) In order to qualify for benefits 
under Title II of the Act as a displaced 
person, either of two conditions must be 
fulfilled.

(i) The person must have moved (or 
moved his personal property) as a result 
of the receipt of a written notice to 
vacate which may have been given be­
fore or after initiation of negotiations 
for acquisition of the property as pre­
scribed by regulations issued by the head 
of the Federal agency (When negotia­
tions are initiated prior to issuance of 
a written notice, all persons contacted 
by the negotiating agency should be ad­
vised that the benefits of the Act are 
available only when the person moves 
subsequent to receipt of a written no­
tice.) ; or

(ii) The subject real property must 
in fact have been acquired, and the per­

son must have moved as a result of its 
acquisition (except in those instances 
covered by sections 217 and 219 of the 
Act);

(3) Certain of the benefits provided 
by Title II of the Act are available as 
follows:

(i) Whenever the acquisition of, or 
notice to move from, real property used 
for a business or farm operation causes 
any person to move from other real 
property used for his dwelling or to move 
his personal property from such other 
real property, such person may receive 
the benefits provided by sections 202 (a) 
and (b) and 205 of the Act; and

(ii) If the head of the displacing 
agency determines that any person oc­
cupying property immediately adjacent 
to the real property acquired is caused 
substantial economic injury because, of 
the-acquisition, he may offer such per­
son relocation advisory services under 
section 205(c) of the Act;

(4) For real property acquisitions un­
der Federal law, contracts or options to 
purchase real property shall not incor­
porate provisions for making payments 
for relocation costs and related items in 
Title II of the Act (Appraisers shall not 
give consideration to or include in their 
real property appraisals any allowances 
for the benefits provided by Title II. In 
the event of condemnation with a 
declaration of taking, the estimated com­
pensation shall be determined solely on 
the basis of the appraised value of the 
real property with no consideration be­
ing given to or reference contained 
therein to the payments to be made 
under Title n  of the Act.);

(5) Agency regulations shall provide 
that applications for benefits under the 
Act are to be made within 16 months 
from the date on which the displaced 
person moves from the real property ac­
quired or to be acquired; or the date on 
which the displacing agency makes final 
payment of all costs of that real prop­
erty, whichever is the later date (The 
head of an agency may extend this 
period upon a proper showing of good 
cause.); and

(6) The provisions of the Act apply to 
the acquisition of all real property for, 
and the relocation of all persons dis­
placed by, Federal programs and projects 
and programs and projects undertaken 
by State agencies which receive Federal 
financial assistance for all or part of the 
cost. It is immaterial whether the real 
property is acquired by a Federal or State 
agency or whether Federal funds con­
tribute to the cost of the real property.
§ 101—6.101—4 Applicability.

(a) Departments and agencies with 
programs that will result in the acqui­
sition of real property, the displacement 
of persons, or both, are urged to promptly 
revise or amend their regulations and 
procedures consistent with the guidelines 
in this subpart. A copy of the revised 
regulations and a copy of each agency’s 
procedures pertaining to Title II and III 
of the Act shall be furnished to the Office 
of Space Planning and Management, 
General Services Administration, when

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



14100

they are issued. Copies of subsequent re­
visions to each agency’s regulations and 
procedures shall also be furnished. 
(Mailing address:- General Services Ad­
ministration (PR), Washington, D.C. 
20405.)

(b) The head of each Federal agency 
shall provide for periodic review of all 
Federal and federally assisted programs 
to ensure compliance with the provisions 
of Titles II and III of the Act.

(c) The head of each Federal agency 
shall make available to the public full 
information concerning the agency’s re­
location programs. He shall ensure that 
persons to be displaced are fully informed 
at the earliest possible time of such mat­
ters as available relocation payments and 
assistance; the specific plans and proce­
dures for ensuring that suitable replace­
ment housing will be available for home- 
owners and tenants in advance of dis­
placement; the eligibility requirements 
and procedures for obtaining such pay­
ments and assistance; and the right of 
administrative review by the head of the 
agency concerned, as provided by § 101- 
6 .112.
§ 101—6.102 Definitions.
§ 101—6.102—1 Applicability. -

The regulations of all Federal agencies 
should conform with the definitions con­
tained in the Act and this subpart. These 
definitions are limited to the implemen­
tation of the Act. The head of a Federal 
agency may expand these definitions to 
ensure greater clarity and the successful 
implementation of his programs; how­
ever, such modifications shall not result 
in a deviation in concept from these 
definitions.
§ 101—6.102—2 Comparable replacement 

dwelling.
A comparable replacement dwelling is 

one which is decent, safe, and sanitary, 
and:

(a) Functionally equivalent and sub­
stantially the same as the acquired dwell­
ing, but not excluding newly constructed 
housing;

(b) Adequate in size to meet the needs 
of the displaced family or individual. 
(However, at the option of the displaced 
person, a replacerhent dwelling may ex­
ceed his needs when the replacement 
dwelling has the same number of rooms 
or the equivalent square footage as the 
dwelling from which he was displaced.) ;

(c) Open to all persons regardless of 
race, color, religion, or national' origin, 
consistent with the. requirement of the 
Civil Rights Act of 1964 and Title VIII 
of the Civil Rights Act of 1968;

(d) Located in an area not generally 
less desirable than the one in which the 
acquired dwelling is located with re­
spect to:

(1) Neighborhood conditions, includ­
ing but not limited to municipal services 
and other environmental factors;

(2) Public utilities; and
(3) Public and commercial facilities;
(e) Reasonably accessible to the dis­

placed person’s place of employment or 
potential place of employment;
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(f) Within the financial means of the 
displaced family or individual; and

(g) Available on the market to the dis­
placed person. (See § 101-6.106-2.)
§ 101—6.102—3 Decent, safe, and sani­

tary bousing.
A decent, safe, and sanitary dwelling 

is one which is found to be in sound, 
clean and weather-tight condition, and 
which meets local housing codes. The 
following criteria should be used in de­
termining if a dwelling unit is decent, 
safe, and sanitary. Adjustments may be 
made only in the cases of unusual cir­
cumstances or in unique geographic 
areas, as determined by the head of the 
Federal agency.

(a) Housekeeping unit. A housekeep­
ing unit must include a kitchen with 
fully usable sink; a cooking stove, or 
connections for same; a separate com­
plete bathroom; hot and cold running 
water in both the bathroom and kitchen; 
an adequate and safe wiring system for 
lighting and other electrical, services; 
and heating as required by climatic con­
ditions and local codes.

(b) Nonhousekeeping unit. A non­
housekeeping unit is one which meets 
local code standards for boarding 
houses, hotels, or other congregate living. 
If local codes do not include requirements 
relating to space and sanitary facilities, 
standards will be subject to the approval 
of the head of the Federal agency.

(c) Occupancy stanards. Occupancy 
standards for replacement housing shall 
comply with Federal agency approved 
occupancy requirements or shall com­
ply with local codes.

(d) Absence or inadequacy of local 
standards. In those instances in which 
there- is no local housing code, a local 
housing code does not contain certain 
minimum standards, or the standards 
are inadequate, the head of the Fed­
eral agency may establish the standards.
§ 101—6.102—4  Economic rent.

For purposes of this subpart, economic 
rent is defined as the amount of rent the 
displaced tenant would have had to pay 
for a comparable dwelling unit in an area 
similar to the neighborhood in which the 
dwelling unit to be acquired is located. 
(See § 101-6.107-2.)
§ 101—6.102—5 Incidental expenses.

(а) The amount, if any, necessary to 
reimburse a displaced person for reason­
able costs incurred by him incident to 
the purchase of the replacement dwelling 
(but not including prepaid expenses) 
such as:

(1) Legal, closing, and related costs in­
cluding title search, preparing convey­
ance instruments, notary fees, surveys, 
preparing plats, and charges incident to 
recordation;

(2) Lenders’, FHA, or VA, appraisal 
feesj

(3) FHA application fee;
(4) Certification of structural sound­

ness when required by lender, FHA, or 
VA;

(5) Credit report;
(б) Title policies or abstracts of title;

(7) Escrow agent’s fee; and
(8) State revenue stamps or sale or 

transfer taxes.
(b) No fee, cost, charge, or expense is 

reimbursable as an incidental expense 
which is determined to be a part of the 
finance charge under the Truth in Lend­
ing Act, Title I, Pub. L. 90-321, and 
Regulation “Z” (12 CFR Part 226) issued 
pursuant thereto by the Board of Gov­
ernors of the Federal Reserve System. 
(See § 101-6.106-3.)
§ 101—6.102—6 Initiation o f negotia­

tions.
The term “initiation of negotiations” 

means the day on which the acquiring 
agency makes the first personal contact 
with the property owner or his represent­
ative and furnishes him with a written 
offer to purchase tlje real property. (See 
§§ 101-6.106-1 and 101-6.107-1.)
§ 1 0 1 —6.102—7 Interest payment.

The amount, if any, necessary to com­
pensate a displaced person for any in­
creased interest costs, including points 
paid by the purchaser, if the acquired 
dwelling was encumbered by a boria fide 
mortgage. (See § 101-6.106-3.)
§ 101—6.102—8 Net earnings.

The term “average annual net earn­
ings” as used in subsection 202(c) of 
the Act means one-half of any net earn­
ings of the business or farm operation 
before Federal, State, and local income 
taxes, during the two taxable years im­
mediately preceding the taxable year in 
which such business or farm operation 
moves from the real property acquired 
for such project, or during such other 
period as the head of the displacing 
agency determines to be more equitable 
for establishing such earnings, and in­
cludes any compensation paid by the 
business or farm operation to the owner, 
his spouse, or his dependents during such 
period. (See § 101-6.105-5.)
§ 1 0 1 -6 .1 0 2 -9  The Act.

“The Act” means the Uniform Reloca­
tion Assistance and Real Property Ac­
quisition Policies Act of 1970 (Public Law 
91-646), approved January 2,1971.
§ 1 0 1 —6.102—10 Displacing agency.

“Displacing agency” means a Federal 
agency in the case of a direct Federal 
project, or a State agency, as defined in 
the Act, in the case of a project receiv­
ing Federal financial assistance whose 
project is causing the displacement of a 
person, business, or a farm operation.
§ 101 -6 .1 0 2 -1 1  Dwelling.

 ̂“Dwelling” means the place of perma­
nent or customary and usual abode of 
a person. It includes a single-family 
building; a one-family unit in ^  multi­
family building; a.unit of a condominium 
or cooperative housing project; any 
other residential unit, including a mobile 
home which is either considered to be 
real property under State law or cannot 
be moved without substantial damage or 
unreasonable cost or is not a decent, safe, 
and sanitary dwelling.
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§ 101 -6 .102 -12  Family.
A “family” means two or more indi­

viduals who are related by blood, adop­
tion, marriage, or legal guardianship who 
live together as a family unit. However, 
upon appropriate determination by the 
head of the'Federal agency, others who 
live together as a family unit may be 
treated as if they were a family for the 
purpose of determining benefits under 
Title II of the Act.
§ 101—6.102—13 Financial means.

For the purpose of determining finan­
cial means of families and individuals 
in accordance with section 205(c)(3) of 
the Act, a financial means' test (ability 
to pay) must be made to satisfy the re­
quirements set forth in § 101-6.106-2 (f). 
In order to meet a financial means test, 
a determination should be made as to the 
displaced person’s ability to afford the 
replacement dwelling. In making this de­
termination, the average monthly rental 
or housing cost (e.g., monthly mortgage 
payments, insurance for the dwelling 
unit, property taxes and other reasonable 
recurring related expenses) which the 
displaced person will be required to pay, 
in general, should not exceed 25 percent 
of the monthly gross income or the 
present ratio of housing payments to the 
income of the displaced family or indi­
vidual, including supplemental payments 
made by public agencies. The regulation 
of each Federal agency may provide for 
determinations that 25 percent of 
monthly gross income for housing costs 
or the present ratio of housing payment 
to the individual income is or is not ex­
cessive to the other needs of the dis­
placed family or individual, such as food, 
clothing, childcare, medical expenses, 
etc. In these cases, the head of the Fed­
eral agency shall establish criteria for 
determining the financial means of the 
displaced family or individual.
§ 101—6.102—14 Owner.

“Owner” means a person who holds 
fee title, a life estate, a 99 year lease, 
or an interest in a cooperative housing 
project which includes the right of occu­
pancy of a dwelling unit, or is the con­
tract purchaser of any such estate or 
interest, or who is possessed of such 
other proprietary interest in the prop­
erty acquired as, in the judgment of the 
head of the Federal agency, warrants 
consideration as ownership. In the case 
of one who has succeeded to any of the 
foregoing interests by devise, bequest, 
inheritance, or operation of "law, the 
tenure of ownership, but not occupancy, 
of the succeeding owner shall include the 
tenure of the preceding owner.
§ 101—6.103 Assurance o f adequate re­

placement housing prior to displace­
ment.

§ 101—6.103—1 Assurance o f  availabil­
ity.

(a) Availability. No Federal agency 
should proceed with any phase of a proj- 
ect ,or authorize a State agency to pro­
ceed with any phase of a project which 
will cause the displacement of any per­

son until the Federal agency has deter­
mined, or received satisfactory assur­
ances from the displacing State agency, 
that within a reasonable period of time 
prior to a displacement, there will be 
available on a basis consistent with the 
requirements of Title VIII of the Civil 
Rights Act of 1968 (P.L. 90-284), in 
areas not generally less desirable in re­
gard to public utilities and public and 
commercial facilities and at rents or 
prices within the financial means of the 
families and individuals displaced, de­
cent, safe, and sanitary dwellings, as 
described in § 101-6.102-3, equal in num­
ber to the number of, and available to, 
such displaced persons who require such 
dwellings and reasonably accessible to 
their places of employment.

(b) Support. The determination or 
assurances shall be based on a current 
survey and analysis of available replace­
ment housing by the displacing agency. 
The survey and analysis must take into 
account the competing demands on 
available housing. (See § 101-6.108.)

(c) Waiver.. Pursuant to section 205
(c) (3) of the Act, the head of a Federal 
agency may prescribe by regulations 
those situations in which the assurances 
described in this § 101-6.103-1 may be 
waived. These waivers shall be limited 
only to emergency or other extraordinary 
situations in which immediate posses­
sion of real property is of crucial impor­
tance. Each waiver of assurance of 
replacement housing shall be supported 
by appropriate findings and a determina­
tion of the necessity for the waiver.
§ 101—6.103—2 Housing provided as a 

last resort.
When it is determined that adequate 

replacement housing is not available and 
cannot otherwise be made available, the 
head of the Federal agency may take 
action or approve action by a State 
agency to develop replacement housing. 
Federal agencies taking or approving 
such action for replacement housing will 
be guided by the criteria and procedures 
issued by the Secretary of Housing and 
Urban Development (24 CFR Part 43, 
Subpart A) in accordance with the pro­
vision concerning section 206(a) of the 
Act in the President’s memorandum of 
January 4, 1971. A State agency taking 
such action shall comply with the re­
quirements and procedures of the Federal 
agency which provides the Federal 
financial assistance.
§ 101—6.103—3 Toans for planning and 

preliminary expenses.
Federal agencies will be guided by the 

criteria and procedures developed by the 
Secretary of Housing and Urban Devel­
opment (24 CFR Part 43, Subpart B) 
when providing loans to eligible borrow­
ers for planning and other preliminary 
expenses authorized under section 215 
of the Act. A State agency providing 
such loans shall comply with the require­
ments and procedures of the Federal 
agency which provides the Federal finan­
cial assistance in accordance with the 
President’s memorandum of January 4, 
1971.

§ 101—6.104 Moving and related ex­
penses.

§ 101—6.104—1 Eligibility.
(a) Any displaced person (including 

one who conducts a business or farm op­
eration) is eligible to receive a payment 
for moving expenses. A person who lives 
on his business or farm property may be 
eligible for both moving and related ex­
penses as a dwelling occupant in addition 
to being eligible for payments with re­
spect to displacement from a business or 
farm operation.

(b) Any person who moves from real 
property or moves his personal property 
from real property, as a result of the 
acquisition of such real property in whole 
or part, or as a result of a written notice 
of the acquiring agency to vacate real 
property,.or solely for the purposes of 
section 202 (a) and (b) of the Act as a 
result of the acquisition of, or a written 
notice of the acquiring agency to vacate, 
other real property on which such person 
conducts a farm or business, is eligible to 
receive a payment for moving expenses.
§ 101—6.104—2 Actual reasonable ex­

penses in moving.
(a) Allowable moving expenses. (1) 

Transportation of individuals, families, 
and personal property from the acquired 
site to the replacement site, not to exceed 
a distance of 50 miles except where the 
displacing agency determines that re­
location beyond this 50-mile area is justi­
fied;

(2) Packing and unpacking, crating 
and uncrating of personal property;

(3) Advertising for packing, crating, 
and transportation when the displacing 
agency determines that it is necessary;

(4) Storage of personal property for a 
period generally not to exceed 12 months 
when the displacing agency determines 
that storage is necessary in connection 
with relocation;

(5) Insurance premiums covering loss 
and damage of personal property while 
in storage or transit;

(6) Removal, reinstallation, reestab­
lishment, including such modification as 
deemed necessary by the Federal agency 
of, and reconnection of utilities for, 
machinery, equipment, appliances, and 
other items, not acquired as real prop­
erty. Prior to payment of any expenses 
for removal and reinstallation of such 
property, the displaced person shall be 
required to agree in writing that the 
property is personalty and that the dis­
placing agency is released from any pay­
ment for the property;

(7) Property lost, stolen, or damaged 
(not caused by the fault or negligence of 
the displaced person, his agent or em­
ployees) , in the process of moving, where 
insurance to cover such loss or damage 
is not available; and

(8) Other reasonable expenses deter­
mined to be allowable under regulations 
issued by the head of the Federal agency.

(b) Limitations. (1) If the displaced 
person accomplishes the move himself, 
the amount of payment shall not exceed 
the estimated cost of moving commer­
cially, unless the head of the responsible
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Federal agency determines a greater 
amount is justified.

(2) If an item of personal property 
that is used in connection witji any busi­
ness or farm operation is not moved but 
is sold and promptly replaced with a 
comparable item, reimbursement shall 
not exceed the replacement cost minus 
the proceeds received from the sale, or 
the estimated cost of moving, whichever 
is less.

(3) If personal property that is used 
in connection with any business or farm 
operation to be moved is of low value 
and high bulk, and the cost of moving 
would be disproportionate in relation to 
the value in the judgment of the head 
of the Federal agency responsible for the 
program or project causing the displace­
ment, the allowable reimbursement for 
the expense of moving the. personal 
property shall not exceed the difference 
between the amount which would have 
been received for such item on liquida­
tion and the cost of replacing the same 
with a comparable item available on the 
market. This provision will be applicable 
in the cases of moving of junk yards, 
stockpiled sand, gravel, minerals; metals, 
and similar items of personal property.

(4) If the cost of moving or relocating 
an outdoor advertising display or dis­
plays is determined to be equal to or in 
excess of the in-place value of the dis­
play, consideration should be given to 
acquiring the display or displays as a 
part of the real property, unless such an 
acquisition is prohibited by State law.
§ 101—6.104—3 Nonallowable moving ex­

penses and losses.
(a) Additional expenses incurred be­

cause of living in a new location;
(b) Cost of moving structures or other 

improvements in which the displaced 
person reserved ownership except as 
otherwise provided by law;

(c) Improvements to the replacement 
site, except when required by law;

id) Interest on loans to cover moving 
expenses.

(e) Loss of good-will;
(f) Loss of profits;
(g) Loss of trained employees;
(h) Personal injury;
(i) Cost of preparing the application 

for moving and related expenses:
(j) Payment of search cost in connec­

tion with locating a replacement dwell­
ing; and

(k) Such other items as the head of 
the Federal agency determines should be 
excluded.
§ 101—6.104—4 Expenses in searching 

for replacement business or farm.
(a) Allowable. (1) Actual travel costs;
(2) Extra costs for meals and lodging;
(3) Time spent in searching at the rate 

of the displaced person’s salary or earn­
ings, but not to exceed $10 per hour; and

(4) In the discretion of the displacing 
agency, necessary broker, real estate, or 
other professional fees to locate a re­
placement business or farm operation 
under circumstances prescribed in Fed­
eral agency regulations.

(b) Limitation. The total amount a 
displaced person may be paid for search­
ing expenses may not exceed $500 unless 
the head of the Federal agency deter­
mines that a greater amount is justified 
because of the circumstances involved.
§ 101—6.104—5 Actual direct losses by 

business or farm operation.
If the displaced person does not move 

personal property, he shall be required to 
make a bona fide effort to sell it, and 
shall be reimbursed for the reasonable 
costs incurred.

(a) When the business or farm opera­
tion is discontinued, the displaced per­
son is entitled to the difference between 
the fair market value of the personal 
property for continued use at its location 
prior to displacement and the sale pro­
ceeds, or the estimated costs of moving 
50 miles, whichever is less.

(b) When the personal property is 
abandoned, the displaced person is en­
titled to payment for the fair market 
value of the property for continued use 
at its location prior to displacement or 
the estimated cost of moving 50 miles, 
whichever is less.

(c) The cost of removal of the personal 
property shall not be considered as an 
offsetting charge against other payments 
to the displaced person.
§ 101—6.105 Payments in lieu of mov­

ing and related expenses.
§ 1 0 1 —6.105—1 Dwellings——schedules.

(a) Subsection 202(b) of the Act pro­
vides that at the option of the displaced 
person he may receive a moving expense 
allowance not to exceed $300 based on 
schedules established by each agency 
head. Moving allowance schedulesTnain- 
tained by the respective State highway 
departments shall be used as the basis for 
the agency’s schedules. These schedules 
should provide for adequate reimburse­
ment in every locality. The Federal 
Highway Administration will approve all 
such schedules on a current basis, and 
will make them available to displacing 
agencies upon request.

(b) Where there are no highway de­
partment schedules, the heads of the 
Federal agencies undertaking or provid­
ing Federal financial assistance to a 
project causing displacement in such 
areas shall cooperate in the development 
of a single moving expense schedule for 
the use of all-displacing agencies.

(c) A displaced person who elects to 
receive a payment based on a schedule 
shall be paid under the schedule used in 
the jurisdiction in which the displace­
ment occurs regardless of where he 
relocates.
§ 101—6.105—2 Businesses— eligibility.

(a) A person displaced from his busi- 
rness, as defined in subsection 101(7) (A),

(B), and (C) of the Act, is eligible under 
subsection 202(c) of the Act to receive 
a fixed payment in lieu of moving and 
related expenses. Care must be exercised 
in each instance, however, to ensure that 
such payments are made only in connec­
tion with a bona fide business.

(b) A payment in lieu of actual rea­
sonable moving expenses may be made

under section 202(c) of the Act to the 
displaced owner of a business only if the 
local agency determines that, during the 
two taxable years prior to displacement, 
or during such other period as the head 
of the Federal agency determines to be 
more equitable, the business:

(1) Had average annual gross receipts 
of at least $2,000 in value; or

(2) Had average annual net earnings 
of a t least $1,000 in value; or

(3) Contributed at least 33V3 percent 
of the average gross annual income of 
the owner(s), including income from all 
sources, such as welfare.
If the application of the above criteria 
obviously creates an inequity in a given 
case, the head of the Federal agency may 
approve the use of other criteria as deter­
mined appropriate.

(c) Those businesses, described in sub­
section 101(7) (D) of the Act are not eli­
gible under subsection 202(c) of the Act 
for a payment in lieu of moving and re­
lated expenses.

(d) Where a displaced person is dis­
placed from his place of business, no pay­
ment shall be made under subsection 
202(c) of the Act until after the head of 
the displacing agency, determines (1) 
that the business is not part of a com­
mercial enterprise having at least one 
other establishment not being acquired, 
which is engaged in the same or similar 
business, and (2) that the business can­
not be relocated without a substantial 
loss of existing patronage. The determi­
nation of loss of existing patronage shall 
be made by the displacing agency only 
after consideration of all pertinent cir­
cumstances, including but not limited to 
the following factors:

(1) Type of business conducted by the 
displaced concern;

(2) Nature of the clientele of the dis­
placed concern; and

(3) Relative importance of the nresent 
and proposed location to the displaced 
business and the availability of a suitable 
replacement location for the displaced 
person.
§ 1 0 1 -6 .1 0 5 -3  Farms.

(a) Eligibility. A pavment in lieu of 
actual reasonable moving expenses may 
be made to the displaced owner of a farm 
operation according to the criteria estab­
lished for displaced owners of businesses. 
(See § 101-6.105-2.) Such a pavment may 
be made to the displaced operator of a 
farm operation only if the acquiring 
agency determines that the farm opera­
tor has discontinued his entire farm 
operation at the present location or has 
relocated the entire farm operation.

(b) Partial taking. In the case of a 
partial taking, the operator will be con­
sidered to have been displaced from a 
farm operation if:

(1) The part taken met the definition 
of a farm operation prior to the taking; 
or

(2) The taking caused the operator to 
be displaced from the farm operation on 
the remaining land; or

(3) The taking caused such a sub­
stantial change in the nature of the 
existing farm operation as to constitute 
a displacement.
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If the use of the above criteria obvi­
ously creates an inequity in a given case, 
the head of the Federal agency may ap­
prove the use of other criteria as deter­
mined appropriate.
§ 101—6.105—4 Nonprofit organizations.

If a nonprofit organization is displaced, 
. no payment shall be made under subsec­
tion 202(c) of the Act until after the 
head of the Federal agency determines:

(a) That the nonprofit organization 
cannot be relocated without a substantial 
loss of its existing patronage (The term 
“existing patronage” as used in connec­
tion with nonprofit organizations in­
cludes the persons, community, or clien­
tele served or affected by the activities of 
the nonprofit organization.); and

(b) That the nonprofit organization is 
not part of a commercial enterprise hav­
ing at least one other establishment not 
being acquired which is engaged in the 
same or similar activity.
§ 101—6.105—5 Net earnings.

The term “average annual net earn­
ings” as used in subsection 202(c) of the 
Act means one-half of any net earnings 
of the business or farm operation before 
Federal, State, and local income taxes, 
during the two taxable years immediately 
preceding the taxable year in which 
such business or farm operation moves 
from the real property acquired for such 
project, or during such other period as 
the head of the displacing agency de­
termines to be more equitable for estab­
lishing such earnings, and includes any 
compensation paid by the business or 
farm operation to the owner, his spouse, 
or his dependents during such period. If 
a business or farm operation has no net 
earnings or has suffered losses during the 
period used to compute “average annual 
net earnings” it may nevertheless re­
ceive the $2,500 minimum payment au­
thorized by § 101-6.105-6
§ 101-6.105—6 Amount o f business fixed 

payment.
The fixed payment to a person dis­

placed from a farm operation or from his 
Place of business, including nonprofit 
organizations, shall be in an amount 
equal to the average annual net earnings 
of the business or farm operation, except 
that such a payment shall not be less 
than $2,500 nor more than $10,000.
§ 101—16.106 Replacement housing pay­

ment for homeowners.

owner or his representative and furnishes 
him with a written offer to purchase the 
real property.) ; and

(2) Purchases and occupies a replace­
ment dwelling, which is decent, safe, 
and sanitary, not later than the end of 
the 1-year period beginning on the date 
on which he receives from the displacing 
agency the final payment of all costs of 
the acquired dwelling, or on the date on 
which he moves from the acquired dwell­
ing, whichever is the later date.

(b) If a displaced owner-occupant of 
a dwelling is determined to be ineligible 
under this section, he may be eligible 
for a replacement housing payment 
under § 101-6.107.
§ 101—6.106—2 Comparable replacement 

dwelling.
For the purposes of rendering reloca­

tion assistance by making referráis for 
replacement housing and for computing 
the replacement housing payment, a 
comparable replacement dwelling is one 
which is decent, safe, and sanitary, and:

(a) Functionally equivalent and sub­
stantially the same as the acquired 
dwelling, but not excluding newly con­
structed housing;

(b) Adequate in size to meet the needs 
of the displaced family or individual. 
(However, at the option of the displaced 
person, a replacement dwelling may ex­
ceed his needs when the replacement 
dwelling has the same number of rooms 
or the equivalent square footage as the 
dwelling from which he was dis­
placed.) ;

(c) Open to all persons regardless of 
race, color, religion, or national origin, 
consistent with the requirement of the 
Civil Rights Act of 1964 and Title VIII 
of the Civil Rights Act of 1968;

(d) Located in an area not generally 
less desirable than the one in which the 
acquired dwelling is located with re­
spect to :

(1) Neighborhood conditions, includ­
ing but not limited to municipal services 
and other environmental factors;

(2) Public utilities; and
(3) Public and commercial facilities;
(e) Reasonably accessible to the dis­

placed person’s place of employment or 
potential place of employment;

(f) Within the financial means of the 
displaced family or individual; and

(g) Available on the market to the dis­
placed person.

§ 101—6.106—1 Eligibility.
(a) A displaced owner-occupant 

eligible for a replacement housing paj 
ment authorized by section 203(a) of tt 
Act; not to exceed $15,000 if he meel 
both of the following requirements:

(1) Actually owned and occupied tfc 
acquired dwelling from which displace 
lor not less than 180 days prior to tb 
initiation of negotiations for the prop 
erty, or owned and occupied the prop 
erty covered or qualified under sectio 
«*1/ of the Act for not less than 180 daj 
Prior to displacement (The term “initia 

negotiations” means the day o 
wmch the acquiring agency makes th 
nrst personal contact with the propert

If housing meeting the requirmeent of 
this section is not available on the mar­
ket, the head of a displacing agency may, 
upon a proper finding of the need‘there­
for, consider available housing exceeding 
these basic criteria.
§ 101—6.106—3 Computation o f replace­

ment housing payment.
The replacement housing payment of 

not more than $15,000 comprises the fol­
lowing:

(a) Differential payment for replace­
ment housing. The head of the Federal 
agency may determine the amount 
which; if any, when added to the ac­
quisition cost of the dwelling acquired by 
the displacing agency, is necessary to

purchase a comparable replacement 
dwelling by either establishing a schedule 
or by using a comparative method. The 
relocatee is bound to the method selected 
for use by the displacing agency. .

( 1 ) Schedule method. The agency may 
establish a schedule of reasonable ac­
quisition costs for comparable replace­
ment dwellings of the various types of 
dwellings to be acquired and available 
on the private market. The schedule shall 
be based on a current market analysis 
sufficient to support determinations of 
the amount for each type of dwelling to 
be acquired. When more than one Fed­
eral agency is causing displacement in 
a community or an area, the heads of the 
agencies concerned shall coordinate the 
establishment of the schedule for re­
placement housing payments.

(2) Comparative method. The agency 
may determine the price of a comparable 
replacement dwelling by selecting a dwel­
ling or dwellings that are most repre­
sentative of the dwelling unit acquired, 
are available to the displaced person, and 
meet the definition of comparable re­
placement dwellings. A single dwelling 
shall be used only when additional com­
parable dwellings are not available.

(3) Alternate method. The head of the 
displacing agency may develop criteria 
for computing replacement housing pay­
ments when neither the schedule method 
nor the comparative method is feasible. 
An alternate method proposed by a State 
agency should be subject-tb prior concur­
rence of the aopropriate Federal agency.

(4) Limitations. The amount estab­
lished as the differential payment for the 
replacement housing sets the upper limit 
of this payment.

(i) If the displaced person voluntarily 
purchases and occupies a decent, safe, 
and sanitary dwelling at a price less than 
the above, the comparable replacement 
housing payment shall be reduced to the 
amount required to pay the difference 
between the acquisition price of the ac­
quired dwelling and the actual purchase 
price of the replacement dwelling.

(ii) If the displaced person volun­
tarily purchases and occupies a decent, 
safe, and sanitary dwelling at a price 
less than the acquisition price of the 
acauired dwelling, no differential pay­
ment shall be made.

(b) Interest payment. The head of the 
Federal agency shall determine the 
amount, if anv, necessary to compen­
sate a displaced person for any increased 
interest costs, including points paid by 
the purchaser. Such amount shall be paid 
only if the acquired dwelling was en­
cumbered by a bona fide mortgage. The 
following shall be considered:

(1) The payment shall be equal to 
the excess in the aggregate interest and 
other debt service costs of the amount of 
the principal of the mortgage on the re­
placement dwelling which is equal to the 
unpaid balance of the bona fide mort­
gage on the acquired dwelling, at the 
time of acquisition, over the remaining 
term of, the mortgage on the acquired 
dwelling, reduced to discounted present 
value.

(2) The discount rate shall be the 
prevailing interest rate paid on savings
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deposits by commercial banks in the gen­
eral area in which the replacement 
dwelling is located.

(3) A “bona fide mortgage” is one 
which was a valid lien on the acquired 
dwelling for not less than 180 days prior 
to the initiation of negotiations. All bona 
fide mortgages on the dwelling acquired 
by the displacing agency will be used to 
compute the increased interest cost por­
tion of the replacement housing payment.

(4) The computation of the payment 
for increased interest dosts will be based 
on the actual term of the new mortgage 
or the remaining term of the old mort­
gage, whichever is the lesser, and the 
computation will be based on the actual 
amount of the new mortgage or the 
amount of the old mortgage, whichever 
is the lesser.

(i) Seller’s points are not to be in­
cluded in the interest computation.

(ii) The actual interest rate of the 
new mortgage will be used in the com­
putation.

(iii) Purchaser’s points and/or loan 
origination fees will be added to the 
computed interest payment.

(5) However, the interest payment 
shall be based on the present value of 
the reasonable cost of the interest dif­
ferential, including points paid by the 
purchaser, on the amount of the unpaid 
debt on the acquired dwelling for its 
remaining term.

(6) See Format for computation of 
interest payment at § 101-6.106-5.

(c) Incidental expenses. (1) The head 
of the Federal agency shall determine 
the amount, if any, necessary to reim­
burse a displaced person for reasonable 
costs incurred by him incident to the 
purchase of the replacement dwelling 
(but not including prepaid expenses) 
such as:

(1) Legal, closing, and related costs in­
cluding title search, preparing convey­
ance instruments, notary fees, surveys, 
preparing plats, and charges incident to 
recordation;

(ii) Lenders’, FHA, or VA, appraisal 
fees;

(iii) FHA application fee;
(iv) Certification of structural sound­

ness when required by lender, FHA, or 
VA;

(v) Credit report;
(vi) Title policies or abstracts of title;
(vii) Escrow agent’s fee; and
(viii) State revenue stamps or sale or 

transfer taxes.
(2) No fee, cost, charge, or expense is 

reimbursable as an incidental expense 
which is determined to be a part of the 
finance charge under the Truth in Lend­
ing Act, Title I, Pub. L. 90-321, and Regu­
lation “Z” (12 CFR Part 226) issued pur­
suant thereto by the Board of Governors 
of the Federal Reserve System.

(d) Case going through condemnation. 
No property owner should bje deprived 
of the earliest possible payment of the 
replacement housing amounts to which 
he is rightfully due. The following pro­
cedure shall be used on cases involving 
condemnation:

(1) An advance replacement housing 
payment can be computed and paid to 
a property owner if the determination 
of the acquisition price will be delayed 
pending the outcome of condemnation 
proceedings. The agency may make a 
provisional replacement housing pay­
ment to the displaced homeowner based 
on the agency’s maximum offer for the 
property, providing the homeowner en­
ters into an agreement with the agency 
that:

(i) Upon final determination of the 
condemnation proceedings, the replace­
ment housing payment will be recom­
puted using the acquisition price deter­
mined by the court as compared to the 
actual price paid or the amount deter­
mined necessary to acquire a comparable, 
decent, safe, and sanitary dwelling; and

(ii) If the amount awarded in the con­
demnation proceedings as the fair mar­
ket value of the property acquired plus 
the amount of the recomputed replace­
ment housing payment exceeds the price 
paid for, or the acquiring agency’s de­
termined cost of a comparable dwelling, 
he will refund to the acquiring agency 
an amount equal to the amount of the

e x cess . H o w ev er, in  n o  ev e n t s h a l l  h e  be 
re q u ire d  to re fu n d  m o re  t h a n  th e  am o un t  
of th e  re p la c e m e n t  h o u s in g  p aym en t  
a d v a n c e d .

(2) If the property owner does not 
agree to such adjustment, the replace­
ment housing payment shall be deferred 
until the case is finally adjudicated and 
computed on the basis of the final deter­
mination, using the award as the acqui­
sition price.
§ 1 0 1 -6 .1 0 6 -4  Mortgage insurance.

The head of any Federal agency ad­
ministering Federal mortgage insurance 
programs may, upon application by a 
mortgagee, insure any mortgage (includ­
ing advances during construction) on a 
comparable replacement dwelling exe­
cuted by a displaced person assisted 
under this section, if the mortgage is 
eligible for insurance under any Federal 
law administered by the agency notwith­
standing any requirements under the law 
relating to age, physical condition, or 
other personal characteristics of eligible 
mortgagors and may make commitments 
for the insurance of the mortgage prior 
to the date of execution of the mortgage.

§ 1 0 1 -6 .1 0 6 -5  Format for computation o f interest payment; Development of 
Monthly Payment Figures.

Required I nformation

1. Outstanding balance of mortgage on acquired dwelling----------------------------
2. Outstanding balance of mortgage on replacement dw elling..------------------ —
3. Lesser of line 1 or line 2--------------- ------------------------------------------- - —‘ ■“ ■
4. Number of months remaining until last payment is due for mortgage on

acquired dwelling--------- -------------------------------------------------- -— r -- - - -
5. Number of months remaining until last payment is due for mortgage on re­

placement dwelling— ---------------------------- -----------------?■-------- -— ------- -
6. Lesser of line 4 or line 5-------------------------------------------------------- r----- ----------
7. Annual interest rate of mortgage on acquired dwelling (percent)------------ —
8. Annual interest rate of mortgage on replacement dwelling (or, if it is lower,

the prevailing annual interest rate currently charged by mortgage lending 
institutions in the general area in which the replacement dwelling is lo­
cated) (percent)--------------- ---------------------------------------- ----------------------

9. Prevailing annual interest rate paid on standard passbook savings accounts
by commercial banks (percent) ----- ------------------------------ ------------------ -----

10. If applicable, any debt service costs on the loan on the replacement dwelling, 
such as points paid by the purchaser which are not reimbursable as an 
incidental expense------------------------------ ----------------------- -----------------------

Development of Monthly  P ayment F igures

A. Monthly payment required to amortize a loan of $
(Line 3)

at an annual interest rate o f -----------percent------------
(Line 7)

B. Monthly payment required to amortize a loan of $— ------
(Line 3)

at an annual interest rate o f _______ percent—  ------
(Line 8)

C. Monthly payment required to amortize a loan of $-----------
(Line 3)

at an annual interest rate o f -----------percent-----------
(Line 9)

i n ________ months
(Line 6)

i n ________ months
(Line 6)

i n ________ months
(Line 6)

Calculation of I nterest P ayment

Step 1 Subtract A from B :
Monthly payment based on rate for replacement dwelling (B )-----------------  $-
Monthly payment based on rate for acquired dwelling (A)--------------------------—$-
Result (difference)----- --------------------- ----------- --------------------------------------- - $-

Step 2 Divide result (difference) of step 1 by C (carry to 6 decimal places) :
Result (difference) from step 1--------------------- ----------------------------------------  $-
Monthly payment based on savings rate (C)__----------------------------------------
Result (quotient)—---------------------------------------------------- --------------------------

Step 3 Multiply outstanding balance of mortgage on acquired dwelling by result 
(quotient) of step 2:

Outstanding Balance (from Line 3 )--------------;.---------------------------------- —  $-
Result (quotient) of step 2--------- ----------------1--------------------- -----------------
Result (product)--------------------- ------------------------------------------ ------- ---------
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Step 4 Add to result (product) of step 3 any- debt service costs on the loan on 

the replacement dwelling :
Result (product) of step 3, first mortgage«.__________________________ __  $_____
Result (product) of step 3, second mortgage1____________________________ $_____
Sum or difference, as applicable1_______________ _______________________  $_____
Add debt service costs on loan on replacement dwelling (Line 10)_________  $_____
Amount of interest payment______ __________ _______ _________ ________  $_____

1 If there is more than one outstanding mortgage on an acquired dwelling, the discounted 
value of each mortgage must be determined. To do this, a separate computation is made to 
each mortgage through step 3. A consolidated step 4 is then completed.

§ 101—6.107 Replacement housing pay­
ments for tenants and certain others.

§ 101—6.107—1 Eligibility.
(a) A displaced tenant or owner-oc­

cupant of a dwelling for less than 180 
days is eligible for a replacement housing 
payment not to exceed $4,000, as author­
ized by section 204 of the Act if he actu­
ally occupied the dwelling for not less 
than 90 days prior to the initiation of 
negotiations for acquisition of the prop­
erty or actually occupied the property 
covered or qualified under section 217 of 
the Act for not less than 90 days prior to 
displacement. The term “initiation of ne­
gotiations” means the day on which the 
acquiring agency makes the first per­
sonal contact with the property owner or 
his representative and furnishes him 
with a written offer to purchase the real 
property. Agencies’ regulations shall pro­
vide that tenants and other persons oc­
cupying the property shall be advised 
when negotiations for the property are" 
initiated with the owner thereof.

(b) An owner-occupant of a dwelling 
for not less than 180 days prior to the ini­
tiation of negotiations is eligible for a re­
placement housing payment as a tenant, 
as authorized by section 204 of the Act, 
when he rents a decent, safe, and sani­
tary replacement dwelling instead of 
purchasing and occupying a replacement 
decent, safe, and sanitary dwelling not 
later than the end of the 1-year period 
beginning on the date on which he re­
ceives from the displacing agency final 
payment for all costs for the acquired 
dwelling, or on the date on which he 
moves from the acquired dwelling, 
whichever is the later date.
§ 101—6.107—2 Computation o f replace­

ment housing payments for displaced 
tenants.

A displaced tenant is eligible for a 
rental replacement housing payment; or, 
if he purchases replacement housing 
within 1 year from displacement, he is 
eligible for a down payment, including 
expenses incidental to closing, not to ex­
ceed $4,000.

(a) Rental replacement housing pay­
ment. The head of the Federal agency in­
volved may determine the amount neces­
sary to rent a comparable replacement 
dwelling by either establishing a sched­
ule or by using a comparative method.

CÎ) Schedule method. The agency may 
establish a rental schedule for renting 
comparable replacement dwellings as de­
scribed in § 101-6.106-2 and which are 
available in the private market for the 
various types of dwellings to be acquired. 
The payment shall be computed by de­
termining the amount necessary to rent 
a comparable replacement dwelling for

4 years (the average monthly cost from 
the schedule) and subtracting from that 
amount 48 times the average month’s 
rent paid by the displaced tenant in the 
last 3 months prior to initiation of nego­
tiation, if such rent was reasonable. 
Agency regulations may prescribe cir­
cumstances which may dictate the use of 
economic rent rather than actual rent 
paid by the displaced tenant. For pur­
poses of this subpart, economic rent is 
defined as the amount of rent the dis­
placed tenant would have had to pay for 
a comparable dwelling unit in an area 
similar to the neighborhood in which the 
dwelling unit to be acquired j s  located. 
The schedule should be based on current 
analysis of the market to determine an 
amount for each type of dwelling re­
quired. When more than one Federal 
agency is causing the displacement in a 
community or an area, the agency heads 
shall cooperate in choosing the method 
for computing the replacement housing 
payment and may use uniform schedules 
of average rental housing in the commu­
nity or area.

(2) Comparative method. The agency 
may determine the average month’s rent 
by selecting one or more dwellings most 
representative of the dwelling unit ac­
quired, which are available to the dis­
placed person and meet the definition of 
comparable replacement dwellings as de­
scribed in § 191-6.106-2. The payment 
should be computed by determining the 
amount necessary to rent a comparable 
replacement dwelling for 4 years and 
subtracting from such amount 48 times 
the average month’s rent paid by the dis­
placed tenant in the last 3 months prior 
to initiation of negotiations if the rent 
was reasonable. Agency regulations may 
prescribe circumstances which may dic­
tate the use of economic rather than ac­
tual-rent paid by the displaced tenant.

(3) Exceptions. The head of the Fed­
eral agency may establish the average 
month’s rent paid by the displaced per­
son by using more than 3 months if he 
deems it advisable. If rent is being paid 
to the displacing agency, economic rent 
shall be used in determining the amount 
of the payment to which the displaced 
tenant is entitled.

(4) Alternate to (1) and (2), above. 
When neither method is feasible, the 
head of the Federal agency shall develop 
criteria for computing the payment.

(5) Limitation. The amount of the 
rental replacement housing payment 
shall be computed by subtracting the eco­
nomic rent of the acquired dwelling from 
the lesser of:

(i) The amount of rent actually paid 
for the replacement dwelling; or

(ii) The amount determined by the 
displacing agency as necessary to rent a 
comparable replacement dwelling.

(6) Disbursement of rental replace­
ment housing payment. The head of the 
Federal agency shall develop procedures 
to implement section 204 of the Act to 
provide, within the $4,000 and 4-year 
limitations of that section, a rental re­
placement housing payment that will 
enable the displacee to rent comparable, 
decent, safe, and sanitary housing. The 
amount of the rental payment under 
section 204(1)' of the Act shall be deter­
mined and paid in a lump sum, except it 
shall be paid in installments if the dis­
placed person so requests.

(b) Purchases—replacement housing 
payment. If the tenant elects to purchase 
instead or renting, the payment shall be 
computed by determining the amount 
necessary to enable him to make a down 
payment and to cover incidental ex­
penses on the purchase of replacement 
housing, as follows;

(1) The amount of the down payment 
shall be the lesser of :

(1) The amount that would be re­
quired as a down payment for financing 
a conventional loan on a comparable 
dwelling; or

(ii) The amount required as a down 
payment for financing a conventional 
loan on the replacement dwelling actu­
ally purchased. The amount determined 
shall be added to the amount required 
to be paid by the purchaser as points 
and/or origination or loan services fee if 
such fees are normal to real estate trans­
actions in the area on the comparable 
dwelling or the replacement dwelling, 
whichever is the lesser.

(2) Incidental expenses of closing the 
transaction are those as described in 
§ 101-6.106-3(c).

(3) The maximum payment shall not 
exceed $4,000, except that if more than 
$2,000 is required, the tenant must 
mateh any amount in excess of $2,000 
by an equal amount in making the down 
payment.

(4) The full amount of the replace­
ment housing payment must be applied 
to the purchase price and incidental 
costs shown on the closing statement.
§ 101—6.107—3 Computation o f replace­

ment housing payments for certain 
others.

(a) A displaced owner-occupant who 
does not qualify for a replacemept hous­
ing payment under § 101-6.106 because 
of the 180 days occupancy requirement 
and elects to rent is eligible for a rental 
replacement housing payment not to ex­
ceed $4,000. The payment shall be com­
puted in the same manner as that shown 
in § 101-6.107-2(a), except that the 
present rental rate for the acquired 
dwelling shall be economic rent as deter­
mined by market data.

(b) A displaced owner-occupant who 
does not qualify for a replacement hous­
ing payment under § 101-6.106 because 
of the 180 day occupancy requirement 
and elects to purchase a replacement 
dwelling is eligible for a replacement 
housing down payment and closing costs 
not to exceed $4,000. The payment shall 
be computed in the same manner as that 
shown in § 101-6.107-2 (b).
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§ 101—6.108 Relocation Assistance Ad­
visory Services.

§ 101—6.108—1 Relocation assistance ad­
visory program.

Under section 205 of the Act, the head 
of a Federal agency shall require a relo­
cation assistance advisory program for 
persons displaced as a result of Federal 
or federally assisted programs or proj­
ects. Federal agencies shall provide the 
advisory program where Federal projects 
are involved; State agencies shall provide 
the advisory program when federally as­
sisted projects are involved. Each reloca- 
tion assistance advisory program shall 
include such measures, facilities, or serv­
ices as may be necessary or appropriate 
to perform all of the tasks detailed in 
section 205(c) of the Act.
§ 1 0 1 -6 .1 0 8 -2  Coordination o f planned 

relocation activities.
(a) Federal coordination. When two or 

more Federal agencies contemplate dis­
placement activities in a given commu­
nity or area, the heads of the respective 
agencies reponsible for the planned ac­
tivities shall require that appropriate 
channels of communication be estab­
lished between the agencies for the pur­
pose of planning relocation activities and 
coordinating available housing resources. 
The agencies involved shall consult with 
the appropriate Housing and Urban De­
velopment Regional/Area Office within 
the jurisdictional area concerning the 
availability of housing. “HUD Field Office 
Jurisdictions,” a directory of regional 
area offices, is maintained on a current 
basis by the Department of Housing and 
Urban Development and will be fur­
nished to agencies upon request. The 
agencies causing the displacement shall 
designate at least one representative who 
will meet periodically with the repre­
sentatives of other Federal agencies to 
review the impact of their respective 
programs on the community or area.

(b) Local coordination. To further en­
sure maximum coordination of reloca­
tion activities in a given community or 
area, each Federal agency’s regulations 
shall require that the displacing agency 
consult appropriate local officials before 
approving any proposed project in the 
community, consistent with the require­
ments of the procedures promulgated by 
the Office of Management and Budget 
Circular A-95 (Revised). That circular 
provides a central point for identifying 
local officials.
§ 101—6.108—3 Contracting for reloca­

tion services.
(a) Contracting with central reloca­

tion agency. The head of a displacing 
agency contemplating the initiation ¿>f 
displacement activities shall consider 
contracting with the central relocation 
agency in a community or area for car­
rying out its relocation activities. Federal 
agency regulations and procedures shall 
require specific performance standards 
for these services. The appropriate Hous­
ing and Urban Development Regional/ 
Area Office shall provide information and 
assistance, on request from other Fed­
eral agencies, concerning these services.
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(b) Contracting with others. When a 
centralized relocation agency is not 
available in a community or if in the 
judgment of the displacing agency the 
centralized agency does not have the ca­
pacity to provide the necessary services 
within the time required by the agency’s 
program, the displacing agency may con­
tract with another public agency or a 
private contractor who can provide the 
necessary relocation services.
§ 101—6.108—4 General contracts.

(a) Veterans Administration (VA). 
The Veteran’s Administration maintains 
a housing counseling service and a dis­
placed persons priority program for pro- 
viding VA-owned housing to displaced 
persons. These services may be made 
available to persons displaced by Federal 
and federally assisted programs, and the 
local VA Loan Guarantee Office should 
be contacted.

(b) Small Business Administration. 
The Small Business Administration pro­
vides technical and loan counseling serv­
ices for small businesses. A displaced 
businessman should be advised of these 
services.

(c) Department of Agriculture. The 
Department of Agriculture provides 
many services through its direct action 
farmer assistance programs, activities in 
rural nonfarm communities, and also ur­
ban communities of under 10,000 popula­
tion. Coordination with the Farmers 
Home Administration, Department of 
Agriculture, is recommended when a 
farm operation is displaced.

(d) Local governmental organizations. 
Local governmental organizations and 
agencies may have rent supplement, pub­
lic housing, or related relocation assist­
ance programs which may be utilized to 
provide housing for the occupants dis­
placed from a project, Local programs 
should be utilized where they exist. Local 
non-govemmental associations may also 
be used in helping a displaced person. 
Local real estate boards, apartment own­
ers associations, home builders associa­
tions, and other organizations may pro­
vide information and services that will 
help obtain comparable replacement 
housing for displaced persons and suit­
able replacement sites for displaced busi­
nesses. Also many States have veterans’ 
organizations which offer services to vet­
erans. The availability of such State or­
ganizations should be ascertained and 
used.
§ 101—6.109 Federally assisted pro­

grams.
§ 101—6.109—1 Assurances.

(a) Information. The assurances re­
quired of State agencies by sections 210 
and 305 of the Act shall include a state­
ment that the affected persons will be 
adequately informed of the benefits, poli­
cies, and procedures described in the as­
surances.

(b) Inability to provide assurances. 
The head of a Federal agency shall not 
approve or authorize any action by a 
State agency which will result in the 
displacement of any person or the ac­

quisition of any real property except in 
accordance with the following require­
ments;

(1) A state agency has provided satis­
factory assurances as required by sec­
tions 210 and 305 of the Act; or

(2) A State agency’s assurances are 
accompanied by a statement in which it 
identifies any of the assurances required 
by section 305 of the Act which it is un­
able to provide, in whole or in part, under 
its laws. The statement should be sup­
ported by an opinion of the chief legal 
officer of the State agency or other ap­
propriate legal officer. Federal agencies 
administering federally assisted pro­
grams may adopt procedures setting 
forth the conditions under which pro­
jects will be approved when State 
agencies cannot fully comply with sec­
tion 305 of the Act. In all cases there 
must be full compliance with all assur­
ances required by section 210 of the Act.

(c) Compliance with sections 301 and 
302 of the Act. A State agency, as part 
of the assurances required by section. 
305 of the Act, shall provide a state­
ment indicating the extent to which 
it can comply with the provisions of 
sections 301 and 302 of the Act. If the 
State agency indicates that it is unable 
to comply fully with any of these poli­
cies, its statement shall be supported 
by an opinion of the chief legal officer 
of the State agency or other appropri­
ate legal officer. State agencies should 
comply with sections 301 and 302 of the 
Act if, under State law, compliance is 
legally possible.

(d) Monitoring assurances. The heads 
of Federal agencies shall take continu­
ing action to ensure that State agencies 
are acting in accordance with the as­
surances they have provided.
§ 101—6.109—2 Administration of reloca­

tion assistance programs.
(a) Approval. A State agency electing 

to contract for services pursuant to sec­
tion 212 of the Act shall enter into a 
written contract consistent with the reg­
ulations of the Federal agency admin­
istering the project or program causing 
the displacement. The head of the Fed­
eral agency shall take affirmative action 
to ensure that the contract is so admin­
istered as to provide uniform and effec­
tive relocation for all displaced per­
sons, consistent with these guidelines.

(b) Contract for services by State 
agencies. Contracts shall include, as a 
minimum, the following provisions:

(1) That payments and assistance 
shall be provided in accordance with 
Federal agency regulations implement­
ing the guidelines in this subpart;

(2) That records required by Federal 
agency regulations shall be retained for 
a period of a t least 3 years and shall 
be available for inspection by represent­
atives of the Federal agency involved 
and the General Accounting Office;

(3) Clauses required by Federal agen­
cy regulations implementing Title VI of 
the Civil Rights Act of 1964 (Public Law 
88-353); and

(4) Any other provision approved by 
the head of the Federal agency admm-
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istering the federally assisted program 
or project.
§ 101—6.110 Annual report [Reserved]
§ 101—6.111 Uniform real property ac­

quisition policy.
§ 101—6.111—1 Applicability.

The provisions of Title III of the Act 
apply to the acquisition of real property 
for Federal and federally assisted pro­
grams or projects.
§ 101—6.111—2 Acquisition procedures.

(a) Just compensation. Section 301
(3) of the Act establishes the policy that 
before initiation of negotiations for the 
acquisition of real property the head of 
the Federal agency concerned shall 
establish an amount which he believes 
to be just compensation therefor. In no 
event shall that amount be less than the 
agency’s approved appraisal of the fair 
market value of the property.

(b) Initiation of negotiations.—(1) 
Statement to be furnished to the owner. 
When negotiations for the acquisition of 
real property are initiated, the owner 
shall be provided with a written state­
ment concerning the proposed acquisi­
tion. This statement shall include, as a 
minimum, the following:

(1) Identification of the real property 
and the estate or interest therein to be 
acquired, including the buildings, struc­
tures, and other improvements on the 
land and the fixtures considered to be a 
part of the real property; and

(ii) The amount of the estimated just 
compensation for the property to be ac­
quired as determined by the acquiring 
agency and a statement of the basis 
therefor. In the case of a partial taking, 
damages, if any, to the remaining real 
property shall be separately stated.

(2) Offer to purchase. The head of the 
Federal agency shall make a prompt 
offer to purchase the property for the 
amount in the statement.
§ 101—6.111—3 Appraisal standards.

For the purpose of promoting uni­
formity under section 301(3) of the Act, 
the head of each Federal agency shall 
establish for all Federal or federally as­
sisted programs under his jurisdiction 
standards for appraisals used in such 
programs, criteria for determining the 
qualifications of appraisers and a system 
of review by qualified appraisers, con­
sistent with the current issue of the Uni­
form Appraisal Standards for Federal 
Land Acquisition published by the Inter­
agency Land Acquisition Conference.
§ 101—6.111—4 Notice to move.

Subsection 301(5) of the Act provides 
that, to the greatest extent practicable, 
no person lawfully occupying real prop­
erty shall be required to move from a 
dwelling or to move his business or farm 
operation without at least 90 days writ­
ten notice from the head of the displac­
ing agency of the date by which such 
move is required. This subsection applies 
only in those instances in which actual 
displacement of persons, businesses, ■ or 
farm operations occurs.
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§ 101—6.111—5 Federally assisted pro­
grams.

The head of each Federal agency ad­
ministering Federal financially assisted 
programs carried out by State agencies 
should require that State agencies reim­
burse owners for necessary expenses as 
specified in sections 303 and 304 of the 
Act. The head of each Federal agency 
also should require that all State 
agencies comply with the provisions of 
sections 301 and 302 of the Act if com­
pliance is legally possible under State 
law.
§ 101—6.112 Administrative review. 
§ 1 0 1 —6.112—1 Procedures.

(a) In connection with a direct Fed­
eral program or project, the head of a 
Federal agency should establish proce­
dures for any person aggrieved by a de­
termination as to eligibility for a pay­
ment authorized by the Act or the 
amount of a payment to have bis appli­
cation reviewed by the head of the Fed­
eral agency. In the case of a State pro­
gram or project receiving Federal finan­
cial assistance, the regulations of the 
Federal agency administering the pro­
gram or project should require an ad­
ministrative review by the head of the 
State agency.

(b) The procedures pertaining to ad­
ministrative review shall ensure the fol­
lowing:

(1) Prompt consideration of all re­
quests for administrative review;

(2) Prompt written notice to the 
claimant of any determination made in 
connection with his application. This 
written notice must include a full ex­
planation concerning any amount 
claimed which has been disallowed; and

(3) Prompt payment of any amounts 
which are determined to be due the 
claimant.

Effective date: This regulation is effec­
tive March 15, 1977.

Note.—The General Services Administra­
tion has determined that this document does 
not contain a major'proposal requiring prep­
aration of an Inflation Impact Statement 
under Executive Order 11821 and OMB Cir­
cular A-107.

Dated: March 7, 1977.
R obert T. G riffin,

Acting Administrator of 
General Services.

[PR Doc.77-7542 Piled 3-14-77;8:45 am]

Title 45— Public Welfare
CHAPTER VII— COMMISSION ON CIVIL 

RIGHTS
PART 702— RULES ON HEARINGS, RE­

PORTS AND MEETINGS OF THE COM­
MISSION
Government in the Sunshine Act; Final 

Rules
AGENCY: U.S. Commission on Civil 
Rights.
ACTION: Final rules.
SUMMARY: These rules establish pro­
cedures for the conduct of meetings of 
the Commissioners of the U.S. Commis-
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sion on Civil Rights in accordance with 
the Government in the Sunshine Act, 
U.S.C. 552b, Pub. L. No. 94-409, 90 Stat. 
1241 Required by 5 USC 552b(g) of that 
Act, these rules open to public observa­
tion the decisionmaking processes of the 
Commission to the fullest extent prac­
ticable without sacrificing the rights of 
individuals, or the ability of the Com­
mission to carry out its statutorily man­
dated responsibilities.
EFFECTIVE DATE: March 12, 1977.
FOR FURTHER INFORMATION CON­
TACT:

Lawrence B. Glick, Solicitor, U.S. Com­
mission on Civil Rights, 1121 Vermont
Avenue, N.W., Washington, D.C. 20425,
(202)254-6611.

SUPPLEMENTARY INFORMATION: 
On January 31, 1977, the Commission 
on Civil Rights published its proposed 
Government in the Sunshine Act rules 
(42 FR 5705). The final rules are the 
same as the proposed rules except for 
some minor changes noted below.

_ These rules govern all Commission 
meetings. After defining in § 702.51 the 
terms used, § 702.52 of these rules re­
quires that all Commission meetings be 
open to the public, except when they in­
volve the few carefully defined situations 
outlined in § 702.53. Meetings concerning 
such information may be closed. Section
702.54 relates the procedures the Com­
mission must follow if it wishes to close 
all or part of a meeting or withhold 
information pertaining to a closed meet­
ing. Section 702.55 assures public knowl­
edge of Commission meetings by requir­
ing timely public announcements of the 
time, place and subjqpt matter of Com­
mission meetings, and whether they will 
be open or closed. Section 702.56 lists 
the records which the Commission will 
retain to indicate its conformity with 
the requirements of these rules. Section 
702.57 provides a means for persons ques­
tioning Commission compliance with 
these rules to have their concerns an­
swered promptly by the Commission.

These rules also change the title of 
Part 702 to “Rules on Hearings, Reports 
and Meetings of the Commission.” The 
rules presently contained in Part 702 
become “subpart A” and a new “subpart 
B” contains the Government in the Sun­
shine rules described in this preamble.

One substantive comment on the pro­
posed rules was received, which suggested 
deleting § 702.53(a)9(1) from the rules 
because the Commission lacks authority 
to regulate “currencies, securities, com­
modities or financial institutions.” This 
exemption is not being deleted because, 
although the Commission lacks such reg­
ulatory authority, it is empowered to 
investigate such agencies (42 U.S.C. 
1975c(a) (3) ). In the event (albeit un­
likely) that the Commission must dis­
cuss information which it has received 
from such agencies which they could dis­
cuss in closed session, the Commission 
has reserved the option to discuss the 
information received in closed session.

The following additions, inadvertently 
omitted from the proposed rules, are 
made: -—
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1. In § 702.54(c)(2), the phrase “a 
written copy of such vote reflecting the 
vote of each Commissioner, and:" is 
added after the word "public.”

2. A new § 702.54(d) (2) is added to 
read: “A copy of the certification of the 
General Counsel, together with a state­
ment from the presiding officer of the 
closed meeting setting forth the time and 
place of the meeting and the persons 
present, shall be retained by the Com­
mission.”

3. In § 702.54(f), exemption (7) is 
added to the reference to § 702.53(a) (5) 
or (6) so that it reads “§ 702.53(a) (5),
(6) or (7) .”

In addition, the word “advanced” in 
§ 702.55(c) (2) becomes the word 
“changed” in the final rules to include 
situations where meetings are postponed.

Accordingly, the proposed rules as so 
changed are adopted and 45 C.F.R. Part 
702 is amended to read as follows :

Signed at Washington, D.C. on March 
10, 1977.

Arthur S. Flemming, 
Chairman.

1. The heading of Part 702 of Title 
45 as amended to read as set forth above.

2. Section 702.1-702.18 presently exist­
ing in Part 702 are designated “Subpart 
A—Hearings and Reports.”

3. A new “Subpart B—Meetings” is 
added to Part 702 of Title 45, which is 
as follows:

Subpart B— Meetings
Sec.
702.50 Purpose and scope.
702.51 Definitions.
702.52 Open meeting requirements.
702.53 Closed meetings.
702.54 Closed meeting procedures.
702.55 Public announcement of meetings.
702.56 Records.
702.57 Administrative review.

Authority : 5 U.S.C. 552b, Pub. L. 94-409, 
90 Stat. 1241.

Subpart B— Meetings
§ 702.50 Purpose and scope.

This section contains the regulations 
of the U.S. Commission on Civil Rights 
implementing sections (a)-(f) of 5 
U.S.C. 552b, the “Government in the 
Sunshine Act.” They are adopted to fur­
ther the principle that the public is en­
titled to the fullest practicable informa­
tion regarding the decisionmaking proc­
esses of the Commission. They open to 
public observation meetings of the Com­
missioners of the U.S. Commission on 
Civil Rights except where the rights of 
individuals are involved or the ability of 
the Commission to carry out its respon­
sibilities requires confidentiality.
§ 702.51 Definitions.

(a) Commission means the U.S. Com­
mission on Civil Rights and any Sub­
committee of the Commission authorized 
under 42 U.S.C. 1975d(f).

(b) Commissioner means a member of 
the U.S. Commission on Civil Rights ap­
pointed by the President under 42 U.S.C. 
1975(b).

(c) General Counsel means the Gen­
eral Counsel of the U.S. Commission on 
Civil Rights.

(d) Meeting means the deliberations 
of a t least the number of Commissioners 
required to take action on behalf of the 
Commission where such deliberations de­
termine or result in the joint conduct 
or disposition of official Commission 
business.

(1) The number of Commissioners re­
quired to take action on behalf of the 
Commission is four, except that such 
number is two when the Commissioners 
are a Subcommittee of the Commission 
authorized under 42 U.S.C. 1975d(f).

(2) Deliberations among Commis­
sioners regarding the setting of the time, 
place or subject matter of a meeting, 
whether the meeting is open or closed, 
whether to withhold information dis­
cussed at a closed meeting, and any 
other deliberations required or permitted 
by 5 U.S.C. § 552b (d) and (e) and 
§ 702.54 and § 702.55 of this subpart, are 
not meetings for the purposes of this 
subpart.

(3) The consideration by Commis­
sioners of Commission business which is 
not discussed through conference calls 
or a series of two party calls by the 
number of Commissioners required to 
take action on behalf of the Commission 
is not a meeting for the purposes of this 
subpart.

(e) Public announcement or publicly 
announce means the use of reasonable 
methods, such as the posting on Commis­
sion public notice bulletin boards and the 
issuing of press releases, to communicate 
information to the public regarding Com­
mission meetings.

(f) Staff Director means the Staff Di­
rector of the U.S. Commission on Civil 
Rights.
§ 702:52 Open meeting requirements.

(a) Every portion, of every Commis­
sion meeting shall be open to public ob­
servation, except as provided in § 702.53 
of this subpart. Commissioners shall not 
jointly conduct or dispose of agency 
business other than in accordance with 
this subpart. _______

(b) This subpart gives the public the 
right to attend and observe Commission 
open meetings; it confers no right to par­
ticipate in any way in such meetings.

(c) The Staff Director shall be respon­
sible for making physical arrangements 
for Commission open meetings which 
provide ample space, sufficient visibility 
and adequate acoustics for public obser­
vation.

(d) The presiding Commissioner at an 
open meeting may exclude persons from 
a meeting and shall take all steps neces­
sary to preserve order and decorum.
§ 702.53 Closed meetings.

(a) The Commission may close a por­
tion or portions of a meeting and with­
hold information pertaining to such 
meeting when it determines that the pub­
lic interest does not require otherwise and 
when such portion or portions of a meet­
ing or the disclosure of such information 
is likely tô:

(1) Disclose matters that are (i) spe­
cifically authorized under criteria estab­
lished by an Executive Order to be kept 
secret in the interests of national defense

or foreign policy and (ii) in fact properly 
classified pursuant to such Executive 
Order;

(2) Disclose information relating sole­
ly to the internal personnel rules and 
practices of the Commission;

(3) Disclose matters specifically ex­
empted from disclosure by statute (other 
than 5 U.S.C. 552), provided, that such 
statute (i) requires that the matters be 
withheld from the public in such a man­
ner as to leave no discretion on the issue, 
or (ii) establishes particular criteria for 
withholding or refers to particular types 
of matters to be withheld;

(4) Disclose trade secrets and com­
mercial or financial information obtained 
from a person and privileged or con­
fidential;

(5) Involve accusing any person of a 
crime, or formally censuring any per­
son;

(6) Disclose information of a personal 
nature where disclosure would constitute 
a clearly unwarranted invasion of per­
sonal privacy;

(7) Disclose investigatory records com­
piled for law enforcement purposes, or 
information which if written would be 
contained in such records, but only to the 
extent that the production of such 
records or information would (A) inter­
fere with enforcement proceedings, (B) 
deprive a person of a right to a fair trial 
or an impartial adjudication, (C) con­
stitute an unwarranted invasion of per­
sonal privacy, (D) disclose the identity 
of a confidential source and, in the case 
of a record received by the Commission 
from a criminal law enforcement author­
ity in the course of a criminal investi­
gation, or by an agency conducting a 
lawful national security intelligence in­
vestigation, confidential information fur­
nished only by the confidential source, 
(E) disclose investigative techniques and 
procedures, or (F) endanger the life or 
physical safety of law enforcement 
personnel;

(8) Disclose information received by 
the Commission and contained in or re­
lated to examination, operating, or con­
dition reports prepared by, on behalf of, 
or for the use of an agency responsible 
for the regulation or supervision of 
financial institutions;

(9) Disclose information the pre­
mature disclosure of which would (i) In 
the case of information received by the 
Commission from an agency which regu­
lates currencies, securities, commodities, 
or financial institutions, be likely to (A) 
lead to significant financial speculation 
in currencies, securities, or commodities, 
or (B) significantly endanger the stabil­
ity of any financial institution; or (ii) be 
likely to significantly frustrate imple­
mentation of a proposed action, except 
that paragraph (ii) shall not apply in 
any instance where the Commission has 
already disclosed to the public the con­
tent or nature of its proposed action, or 
where- the Commission is required by law 
to make such disclosure on its own initi­
ative prior to taking final agency action 
on such proposal; or

(10) Specifically concern the C o m m is­
s io n ’s is su a n c e  o f a su b p en a , o r th e  C o m ­
m iss io n ’s  p a rt ic ip a t io n  in  a c iv i l  action
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or proceeding, an action in a foreign 
court or international tribunal, or an 
arbitration.
§ 702.54 Closed meeting procedures.

(a) A meeting or portion thereof will 
be closed, and information pertaining to 
a closed meeting will be withheld, only 
after four Commissioners when no Com­
missioner’s position is vacant, or three 
Commissioners when there is such a 
vacancy, or two Commissioners on a sub­
committee authorized under 42 U.S.C. 
1975d(f ), vote to take such action.

(b) A separate vote shall be taken with 
respect to each meeting a portion or por­
tions of which is proposed to be closed 
to the public under § 702.53, and with 
respect to any information to be with­
held under § 702.53.

(1) A single vote may be taken with 
respect to a series of meetings, a portion 
or portions' of which are proposed to be 
closed to the public, or with respect to 
any information concerning such series 
of meetings, so long as :

(i) Each meeting in such series in­
volves the same particular matters, and

(ii) Is scheduled to be held no more 
than thirty (30) days after the initial 
meeting in such series.

(c) The Commission will vote on the 
question of closing a meeting or portion 
thereof and withholding information 
under paragraph 702.54(b) if one Com­
missioner calls for such a vote. The vote 
of each Commissioner participating in 
a vote to close a meeting shall be record­
ed and no proxies shall be allowed.

(1) If such vote is against closing a 
meeting and withholding information, 
the Staff Director, within one working 
day of such vote, shall make publicly 
available by putting in a' place easily 
accessible to the public a written copy 
of such vote reflecting the vote of each 
Commissioner.

(2) If such vote is for closing a meet­
ing and withholding information, the 
Staff Director, within one working day 
of such vote, shall make publicly avail­
able by putting in a place easily acces­
sible to the public a written copy of such 
vote reflecting the vote of each Commis­
sioner, and:

(i) A full written explanation of the 
decision to close the meeting or portions 
thereof (such explanation will be as de­
tailed as possible without revealing the 
exempt information) ;

(ii) A list of all persons other than 
staff members expected to attend the 
meeting and their affiliation (the identity 
of persons expected to attend such meet­
ing will be withheld only if revealing 
their identity would reveal the exempt 
information which is the subject of the 
closed meeting).

(d) Prior to any vote to close à meet­
ing or portion thereof under § 702.54(c) 
the Commissioners shall obtain from the 
General Counsel his or her opinion as 
to whether the closing of a meeting or 
Portions thereof is in accordance with 
Paragraphs (1)—(10) of § 702.53(a).

(1) For every meeting closed in ac­
cordance with paragraphs (1) —(10) of 
5 702.53(a), the General Counsel shall

publicly certify in writing that, in his or 
her opinion, the meeting may be closed to 
the public and shall cite each relevant 
exemptive provision.

(2) A copy of certification by the Gen­
eral Councel, together with a statement 
from the presiding officer of the closed 
meeting setting forth the time and place 
of the meeting and the persons present, 
shall be retained by the Commission.

(e) For all meetings closed to the pub­
lic, the Commission shall maintain a 
complete verbatim transcript or electron­
ic recording adequate to record fully the 
proceedings of each meeting, or portion 
of a meeting which sets forth the time 
and place of the meeting and the per­
sons present.

(1) In the case of a meeting, a portion 
of a meeting, closed to the public pur­
suant to paragraphs (8), (9) (i) (A), or
(10) of § 702.53(a), the Commission may 
retain a set of minutes;

(i) such minutes shall fully and clear­
ly describe all matters discussed and shall 
provide a full and accurate summary of 
any actions taken, and the reasons there­
for, including a description of each of 
the views expressed on any item and the 
record of any roll call vote (reflecting 
the vote of each member on the ques­
tion) . All documents considered in con­
nection with any action shall be identi­
fied in such minutes.

(f ) Any person whose interests may be 
directly affected by a portion of a meet­
ing may request that such portion be 
closed to the public under § 702.53 or that 
it be open to the public if the Commission 
has voted to close the meeting pursuant 
to § 702.53(a) to § 702.53(a) (5), (6) or
(7). The Commission will vote on the re­
quest if one Commissioner asks that a 
vote be taken.

(1) Such requests shall be made to the 
Staff Director within a reasonable 
amount of time after the meeting or 
vote in question is publicly announced.
§ 702.55 Public announcement o f meet­

ings.
(a) Agenda: The Staff Director shall 

set as early as possible but in any event 
a t least eight calendar days before a 
meeting, the time, place and subject mat­
ter for the meeting.

(1) Agenda items will be identified in 
detail adequate to inform the general 
public of the specific business to be dis­
cussed at the meeting.

(b) Notice: The Staff Director, as early 
as possible but in any event at least eight 
calendar days before a meeting, shall 
make public announcement of:

(1) The time of the meeting;
(2) Its place;
(3) Its subject matter;
(4) Whether it is open or closed to the 

public; and
(5) The name and phone number of a 

Commission staff member who will re­
spond to requests for information about 
the meeting.

(c) Changes: (1) The time of day or 
place of a meeting may be changed fol­
lowing the public announcement required 
by § 702.55(b) of this subpart, if the Staff 
Director publicly, announces such change

at the earliest practicable time subse­
quent to the decision to change the time 
of day or place of the meeting. ^

(2) The date of a meeting may be 
changed following the public announce­
ment required by § 702.55(b) , or a meet­
ing may be scheduled less than eight 
calendar days in advance, if :

(i) Four Commissioners when no Com­
missioner’s position is vacant, or three 
Commissioners when there is such a va­
cancy, or two Commissioners on a Sub­
committee authorized under 42 U.S.C. 
1975d(f), determine by recorded vote 
that Commission business requires such 
a meeting at an earlier date; and

(ii) The Staff Director, at the earliest 
practicable time following such vote, 
makes public announcement of the time, 
place and subject matter of such meet­
ing, and whether it is open or closed to 
the public.

(3) The subject matter of a meeting or 
the determination to open or close a 
meeting or a portion of a meeting to the 
public, may be changed following the 
public announcement required by 702.- 
55(b) of this subpart if:

(i) Four Commissioners when no Com­
missioner’s position is vacant, or three 
Commissioners when there is such a va­
cancy, or two Commissioners on a Sub­
committee authorized under 42 U.S.C. 
1975d(f), determine by recorded vote 
that Commission business so requires; 
and

(ii) The Staff Director publicly an­
nounces such change and the vote of 
each Commissioner upon such change at 
the earliest practicable time subsequent 
to the decision to make such change.

(d) Federal Register: Immediately 
following all public announcements re­
quired by § 702.55(b) and (c) of this sub­
part, notice of the time, place and sub­
ject matter of a meeting, whether the 
meeting is open or closed to the public, 
any change in one of the preceding, and 
the name and phone number of the of­
ficial designated by the Commission to 
respond to requests for information 
about meeting, shall be submitted for 
publication in the F ederal R egister.

(1) Notice of a meeting will be pub­
lished in the F ederal R egister even after 
the meeting which is the subject of the 
notice has occurred in order to provide a 
public record of all Commission meet­
ings.
§ 702.56 Records.

(a) The Commission shall promptly 
make available to the public in an easily 
accessible place a t Commission head­
quarters the following materials:

( 1 )  A copy of the certification by the 
General Counsel required by § 702.54(e)
( 1 ) .

(2) A copy of all recorded votes re­
quired to bp taken by these rules.

(3) A copy of all announcements pub­
lished in the Federal Register pursuant 
to this subpart.

(4) Transcripts, electronic recordings 
and minutes of closed meetings deter­
mined not to contain items of discussion 
or information which may be withheld 
under § 702.53.
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(i) Copies of such material will be fur­
nished to any person at the actual cost 
of transcription or duplication.

(b) ^requests to review or obtain copies 
of records compiled under this Act. other 
than transcripts, electronic recordings 
or minutes of a closed meeting, will be 
processed under the Freedom of Infor­
mation Act and, where applicable, the 
Privacy Act regulations of the Commis­
sion (Parts 704 and 706, respectively, of 
this title). Nothing in this subpart ex­
pands or limits the present rights of any 
person under these rules with respect 
to such requests.

(1) Requests to review or obtain copies 
of transcripts, electronic recordings or 
minutes of meetings of a closed meeting 
maintained under § 702.54(e) and not 
released under § 702.56(a) (4) shall be 
directed to the Staff Director who shall 
respond to such requests within ten (10) 
working days.

(c) The Commission shall maintain 
a complete verbatim copy of the tran­
script, a complete copy of minutes, or a 
complete electronic recording of each 
meeting, or portion of a meeting, closed 
to the public, for a period of two years 
after such meeting, or until one year 
after the conclusion of any agency pro­
ceeding with respect to which the meet­
ing or portion was held, whichever oc­
curs later.
§ 702.57 Administrative review.

(a) Any person who believes a Com­
mission action governed by this subpart 
to be contrary to the provisions of this 
subpart shall file in writing with the Staff 
Director an objection specifying the vio­
lation and suggesting corrective action. 
Whenever possible, the Staff Director 
shall respond within ten (10) working 
days of the receipt of such objections.

[FR Doc.77-7549 Filed 3-14-77;8:45 am]

Title 46— Shipping
CHAPTER IV— FEDERAL MARITIME 

r COMMISSION
SUBCHAPTER A— GENERAL PROVISIONS 

[General Order 16, Amdt. 17, Docket No.
76-66]

PART 502— RULES OF PRACTICE AND 
PROCEDURE

Extraneous and Ex Parte Communications
This proceeding was instituted by no­

tice of proposed rulemaking published in 
the F ederal R egister of January 4, 1977 
(42 FR 817), The purpose of the pro­
ceeding was to amend those sections of 
the Commission’s rules of practice re­
lating to ex parte communications in or­
der to conform them to the requirements 
set forth in section 4 of the “Government 
in the Sunshine Act” (Pub. L. 94-409, 
September 13, 1976) (the Act), which 
amended the Administrative Procedure 
Act (5 U.S.C. 551 et seq.) in the area of 
ex parte communications.1

Comments were submitted by Mr. 
Leonard G. James of the law firm of

1 For a fuller explanation of the purpose of 
the proposed amendments, see the notice of 
proposed rulemaking cited above.

Graham and James and by Mr. Wade 
S. Hooker, Jr., of the law firm of Casey, 
Lane & Mittendorf. Mr. James essen­
tially asks for clarification of the pro­
posed rules with respect to the role of the 
Commission’s Bureau of Hearing Coun­
sel in Commission proceedings. He states 
that the proposed rules do not clearly 
establish that Hearing Counsel will be 
treated like any other party as regards 
the prohibitions against making ex parte 
communications and that some confu­
sion exists because Hearing Counsel are 
employees of the Commission as well as 
parties to proceedings. The comments 
submitted by Mr. Hooker also.deal main­
ly with suggested clarifications. Mr. 
Hooker believes that the rules should 
make clear that they apply only to pro­
ceedings subject to 5 U.S.C. 557(a), that 
only ex parte communications prohibited 
by paragraph (b) of the proposed rules 
are forbidden, that reference to a per­
son who is a “party” or “agent of a par­
ty” is superfluous as a result of the Act 
and furthermore confusing in certain 
respects, and other matters. We have 
carefully considered these comments 
and, as discussed below, have adopted 
one suggestion contained therein. Our 
discussion follows.

We do not believe that the comments 
submitted by Mr. James require any 
change to the proposed rules. Mr. James 
expresses apprehensions that the Com­
mission’s Bureau of Hearing Counsel 
may be given special treatment so as to 
engage in the type of activity prohibited 
by the Act and the proposed rules. There 
is. nothing in the proposed rules which 
should cause any such apprehension. 
Under the present rules, Hearing Coun­
sel is designated as a party tp a proceed­
ing andi is given no special treatment by 
virtue of the fact that they may be em­
ployees of the Commission. See Rule 
3(b), 46 CFR 502A2. Furthermore, in 
the type of proceeding with which the 
Act and proposed rules deal, Hearing 
Counsel is not an “employee who is or 
may reasonably be expected to be in­
volved in the decisional process.” There 
is therefore absolutely no cause for con­
cern that the rules will somehow author­
ize Hearing Counsel to engage in forbid­
den ex parte practices and consequently 
there is no need to add clarifying lan­
guage to them. Our present remarks in 
this regard should furthermore suffice 
to allay any possible concern.2

2 A good deal of the comments of Mr. 
James consist of unsubstantiated remarks 
to the effect that Hearing Counsel have cus­
tomarily engaged in ex parte activity. More­
over, Mr. James appears to complain over 
the fact that Hearing Counsel have com­
municated with interested persons outside 
the Commission. Not only are these remarks 
unsubstantiated but in certain respects they 
are based upon an erroneous understanding 
of the law with respect to ex parte commu­
nications. Since Hearing Counsel are not 
involved in the decisional process, there is 
no prohibition against their communicating 
with persons outside the Commission. In­
deed, in the conduct of their duties Hearing 
Counsel often contact shippers and other 
persons outside the Commission in order to 
obtain relevant evidence necessary for the 
development of a full and complete record.

The comments submitted by Mr. 
Hooker, as noted, also deal with sugges­
tions for clarifying language. After care­
fully considering them, however, we are 
of the opinion that for the most part 
they are unnecessary and in certain re­
spects may even contravene the purposes 
of the Act.

Mr. Hooker suggests that the rules 
should make clear that they are applica­
ble only to proceedings which are subject 
to 5 U.S.C. 557(a) rather than to any 
proceeding as defined in section 502.61 
(Rule 5(a)), as presently proposed. Mr. 
Hooker fears that the rule’s prohibitions 
might be applied to proceedings other 
than adjudicatory or certain formal rule- 
making which was not intended by Con­
gress, citing Senate Report 94-1176, 94th 
Cong., 2d Sess., p. 29. We are not adopt­
ing this suggestion. The proposed limi­
tation is too narrow and could permit ex 
parte activity in proceedings intended to 
be covered. The legislative history cited 
by Mr. Hooker is not clear because it de­
fines the applicability of the prohibitions 
to “formal adjudicatory” proceedings 
and “a few formal rulemaking proceed­
ings.” Whatever the intended scope of 
the Act, it clearly goes beyond proceed­
ings covered by 5 U.S.C. 557(a).

Mr. Hooker suggests that the proposed 
rules delete reference to a “person who is 
a party to or agent of a party to any pro­
ceeding” or “who directly participates in 
any such proceeding”, i.e., to delete any 
reference to a “party”, his “agent”, or 
“direct participant in a proceeding” in 
the proposed rules. He asserts that the 
language in question is “made superflu­
ous as a result of the Act.” Alternatively, 
he suggests that reference to any “agent” 
be deleted. He asserts that reference to 
“agents” leads to confusion and is mere­
ly a carryover from the present Commis­
sion rule.

In our opinion the deletion of specific 
references to parties, their agents, or 
participants in proceedings would not 
only be unhelpful but more confusing. It 
is certainly not the intention of the Act 
to permit any of these persons to engage 
in ex parte activity. Our present rules 
which we are proposing to amend have 
long specified that the prohibitions apply 
to parties and their agents. Furthermore, 
as we stated in the notice of proposed 
rulemaking, cited above, specific refer­
ence to “parties”, their “agents”, “inter­
ested persons outside the Commission”, 
and direct participants in proceedings 
will insure that previous law on the sub­
ject as well as the amendments con­
tained in the Aqt will be encompassed.

The remainder of Mr. Hooker’s com­
ments consist of further suggestions for 
clarification. For example, he suggests 
that reference to ex parte communica­
tions in paragraphs (b) (4) and (6) 
specify that the type of communication 
in mind is that prohibited by paragraph
(b) of the rule. We see no need for such 
additional clarification and believe that 
it is self-evident as to the type of ex 
parte communication which is intended 
to be prohibited.

A final suggestion, however, has merit. 
Mr. Hooker suggests that reference to a. 
violation of the rule which could lead to
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sanctions against a party specify that 
the violation must occur with respect to 
paragraph (b) of the rule. Since the rule 
also'contains a paragraph (a) which 
does not deal with ex parte communica­
tions but rather with other pleadings or 
documents which are objectionable for 
reasons having nothing to do with ex 
parte activity, we agree that the rule 
should be clarified as suggested, 

i Therefore, pursuant to section 4 of the 
f Administrative Procedure Act (5 U.S.C. 
| 553), sections 22 and 43 of the Shipping 
Act, 1916 (46 U.S.C. 821, 841a), and sec- 

: tion 4 of the “Government in the Sun- 
; shine Act” (5 U.S.C. 557(d)), Part J502 
of Title 46, Code of Federal Regulations, 
is amended as set forth below.
§ 502.10 f  Amended]

1. Section*502.10 is amended by insert­
ing the following language between the 
words “except” and “§ 502.153”: § 502.11 
(Rule l(k ) ) and

2. A new § 502.11 is added as follows:
§ 502.11 Disposition o f Improperly 

Filed Documents and Ex Parte Com­
munications.

(a) Documents not conforming to 
rules. Any pleading, document, writing or 
other paper submitted for filing which is 
rejected because it does not conform to 
the rules in this part shall be returned to 
the sender;

(b) Ex parte communications. (1) No 
person who is a party to or an agent of a 
party to any proceeding as defined in 
§ 502.61 (Rule 5(a)) or who directly par­
ticipates in any such proceeding and no 
interested person outside the Commis­
sion shall make or knowingly cause to be 
made to any Commission member, ad­
ministrative law judge, or Commission 
employee who is or may reasonably be 
expected to be involved in the decisibnal 
process of any such proceeding an ex 
parte communication relevant to the 
merits of the proceeding;

(2) No Commission member, adminis­
trative law judge, or Commission em­
ployee who is or may reasonably be ex­
pected to be involved in the decisional 
process of any agency proceeding, shall 
make or knowingly cause to be made to 
any interested person outside the Com­
mission or to any party to the proceeding 
or his agent or to any direct participant 
in a proceeding an ex parte communica­
tion relevant to the merits of the . pro­
ceeding. This prohibition shall not be 
construed to prevent any action author­
ized by paragraphs (b) (5), (6), and (7) 
of this section;

(3) Ex parte communication means an 
oral or written communication not on the 
public record with respect to which rea­
sonable prior notice to all parties is not 
given, but it shall not include requests for

•status reports or communications re­
garding purely procedural matters or 
matters which the Commission or mem­
ber thereof, administrative law judge, or 
Commission employee is authorized by 
law or these rules to dispose of on an ex 
Parte basis;
. (4) Any Commission mefnber, admin­
istrative law judge, or Commission em­
ployee who is or may reasonably be ex­
pected to be involved in the decisional

process of any proceeding who receives, 
or who makes or knowingly causes to be 
made, an ex parte communication shall 
promptly transmit to the Secretary of 
the Commission:

(i) All such written communications;
(ii) Memoranda stating the substance 

of all such oral communications ; and
(iii) All written responses and mem­

oranda stating the substance of all oral 
responses to the materials described in 
subdivisions (i) and (ii) of this sub- 
paragraph;

(5) The Secretary shall place the ma­
terials described in the preceding sub- 
paragraph in the correspondence part of 
the public docket of the proceeding and 
may take such other action as may be 
appropriate under the circumstances;

(6) Upon receipt of an ex parte 
communication knowingly made or 
knowingly caused to be made by a party 
to a proceeding, the Commission or the 
presiding officer may, to the extent con­
sistent with the interests of justice and 
the policy of the statutes administered 
by the Commission, require the party to 
show cause why his claim or interest in 
the proceeding should not be dismissed, 
denied, disregarded, or otherwise ad­
versely affected on account of the mak­
ing of such communication;

(7) An ex parte communication shall 
not constitute a part of the record for 
decision. The Commission or the presid­
ing officer may, to the extent consistent 
with the interests of justice and the 
policy of the statutes administered by 
the Commission, consider a violation of 
paragraph (b) of this section sufficient 
grounds for a decision adverse to a party 
who has knowingly committed such 
violation or knowingly caused such 
violation to occur and may take such 
other action as may be appropriate under 
the circumstances. [Rule l(k)]
§ 5 0 2 .1 7 0  [Deleted]

3. Section 502.170 is deleted in its 
entirety.

Effective date. Inasmuch as the ex­
peditious adoption of these rules is 
désirable and inasmuch as they are 
essentially procedural in nature, -they 
shall be effective on March 15, 1977 and 
shall be applicable to all ex parte activi­
ties occurring on or after the effective 
date.

By the Commission.
Joseph C. P olking, 

Acting Secretary.
[FR Doc.77-7716 Filed 3-14-77;8:45 am]

Title 47— Telecommunication
CHAPTER I— FEDERAL 

COMMUNICATIONS COMMISSION
[Docket No. 20777; RM-1429; RM-2163; RM- 

2170; RM-2330; RM-2429; RM-2507; RM- 
2545; RM-2550; FCC 77-157]
PART 97—-AMATEUR RADIO SERVICE 
Purity of Emissions; Authorized Emissions 
Adopted: March 2,1977.
Released: March 10,1977.
First report and order. In the matter 

of deregulation of Part 97 of the Com­

mission’s rulês regarding emissions au­
thorized in the Amateur Radio Service, 
Docket No. 20777, RM-1429, RM-2163, 
RM-2170, RM-2330, RM-2429, RM-2507, 
RM-2545, RM-2550.

1. A notice of proposed rulemaking in 
the above-captioned matter was released 
April 22, 1976, and published in the Fed­
eral R egister on April 28, 1976 (41 FR 
17789). The deadline for submission of 
comments by the public was June 23, 
1976. Reply comments were due by July 
23, 1976. In response to a petition by the 
American Radio Relay League, the time 
for filing comments and reply comments 
was extended to August 4, 1976 and Sep­
tember 3, 1976, respectively (41 FR 
23723, June 11, 1976).

2. Docket 20777 proposed to revise the 
amateur rules regarding authorized 
emissions. Rather than attempt piece­
meal reform, the Notice proposed to de­
lete all references to specific emission 
types and to replace them with limita­
tions on the permissible bandwidth an 
amateur signal may occupy in the vari­
ous bands. Additionally, the Notice pro­
posed a purity of emissions standard 
which would replace the present regula­
tions.

3. A total of 333 persons and 8 clubs 
filed individual comments. In addition, 
23 petitions were, filed as comments, 
adding 625 names. All of these comments 
are being carefully reviewed. This First 
Report and Order will address the prob­
lem of purity of emissions only. A future 
Report and Order will deal with the 
major issue of authorized bandwidths.

4. The present statement of Commis­
sion policy regarding emission purity in 
the Amateur Radio Service is found in 
5 97.73 of the Commission’s rules. Sec­
tion 97.73 states in part that “ Tslpurious 
radiation from amateur station being 
operated with a carrier frequency below 
144 megahertz shall be reduced or elimi­
nated in accordance with good engineer­
ing practice * * *” The United States, 
as a signatory to the International Tele­
communications Convention (Geneva, 
1959) is bound to the international 
standards of emission nuritv. Article 12. 
Appendix 4 of the Radio Regulations of 
the I.T U. requires an attenuation of 40 
dB for snurious emissions below 30 MHz, 
and 60 dB1 for emissions between 30MHz 
and 235 MHz.

By this Report and Order, the Com­
mission brings amateur rules into con­
formity with international standards.

5. Standards for emission purity in the 
Safety and Special Radio Services are 
based on the nature of the signal trans­
mitted. The modulation of the trans­
mitted signal produces sidebands needed 
to carry information to the receiver, plus 
additional products caused by the modu­
lation and amplification process. It is 
difficult to suppress completely the un­
desired emission products without caus­
ing unacceptable suppression of the side­
bands carrying the information being 
transmitted. A reasonable degree, how­
ever, of suppression of the undesired 
emissions is needed. This is achieved by

140 dB for transmitters having mean 
power of 25 watts or less.
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a three-step approach. For example, the 
Land Transportation Services require 
that for spurious emissions removed from 
the authorized bandwidth by more than 
50 percent but less than 100 percent of 
the authorized bandwidth, the mean 
power must be attenuated a t least 25 
decibels below the mean power (Pm) of 
the emission. For emissions removed by 
more than 100 percent but less than 250 
percent of the authorizecf bandwidth, a t­
tenuation must be at least 35 decibels be­
low Pm. Beyond 250 percent, attenuation 
must be either 43dB+101ogio Pm or 80 dB 
below Pm, whichever is less attenuation. 
This three-step attenuation is what can 
most likely be obtained with the usual 
timed circuitry of RF amplifiers. Beyond 
250 percent is considered a reasonable 
point to have other additional circuitry 
which will provide the attenuation we 
wish for the other spurious and harmonic 
emissions.

6. The*standard proposed for amateur 
radio in our Notice in Docket 20777 was 
at least 40 dB for emissions removed from 
the authorized bandwidth by 250 percent 
or more of the authorized bandwidth. In 
determining a level of emission purity for 
the amateur service, the 25dB and 35dB 
steps were not proposed since itiwas in­
tended to have this rule remain simple. 
The adjacent channels which the first 
two steps might affect would' generally 
be within the amateur bands and the 
maintenance of non-interference would 
be handled on a self-enforcing basis 
among amateurs. However, beyond 250 
percent there exists an entire range of 
spurious and harmonic emissions which 
could create problems outside the 
amateur bands, and would not be as ob­
vious to the operator until a case of inter­
ference occurred.

7. The 40dB specification was proposed 
as a first step toward the problem of 
purity of emission. 40dB represents an 
attenuation of spurious and harmonic 
emissions to a level of 1/10,000th that of 
the fundamental. This means that for 
an amateur station which has a 200 watt 
output, spurious emissions may be no 
more than 0.02 watts. Therefore, 40dB 
should provide a degree of protection to 
operations which would not be affected 
by interfering signals of 0.02 watts or 
less. The effects will vary from location to 
location, from band to band, and for dif­
ferent emission modes. It is a level of 
attenuation which the Commission be­
lieves can be readily met by most equip­
ment on the market today, and would not 
require expensive re-modeling of equip­
ment by the amateur. It will, however, 
restrict the use of linear amplifiers which 
are not meeting what the Commission 
regards as minimal standards of purity. 
In a memorandum to the Office of Chief 
Engineer written November 26, 1976, 
FCC/OCE LAB Projects 82-025, 82-026. 
82-027, 82-028, the Laboratory Division 
detailed the results of tests of linear am­
plifiers purportedly sold for use in the 
Amateur Radio Service which indicate 
that many such amplifiers achieve har­
monic suppression far less than 40dB, 
especially in the second and third 
harmonics.

8. The new rule, as adopted, is a modi­
fication of the rule proposed in the notice 
of proposed rulemaking. Because there 
has been no decision regarding Docket 
20777’s proposed bandwidth rules, we are 
unable to enact the rule as proposed. Sec­
tion 553(a)(3) of the Administrative 
Procedures Act requires that general 
notice of a rule contain either the terms 
or substance of the proposed rule or a 
description of the subjects and issues' 
involved. Therefore, in keeping with the 
scope of this rulemaking, we are adopt­
ing the international standards of emis­
sion purity which generally relate to the 
40dB level of attenuation proposed by 
Docket 20777.

9. The International Telecommunica­
tions Convention of 1959 requires that all 
spurious emissions be attenuated by 40dB 
when transmitting on frequencies below 
30 MHz. When utilizing frequencies 
between 30 and 235 MHz, transmitters 
with power output below 25 watts will be 
required to attenuate their spurious 
emissions by 40dB; transmitters with 
power output of 25 watts or more will be 
required to attenuate their spurious 
emissions by 60dB. Amateurs operating 
near the edges of amateur bands should 
give due consideration to these attenua­
tion requirements. We consider these in­
ternational standards to be a minimal 
level of purity, but to have required 
higher levels of attenuation would not 
have been within the scope of this pro­
ceeding. The Commission will be institut­
ing a rulemaking to investigate the need 
for higher levels of spurious emission a t­
tenuation in the Amateur Radio Service. 
Additionally, upon the* disposition of 
Docket 20777, § 97.73 will be modified to 
reflect the Docket’s final outcome.

10. We received 12 comments specif­
ically addressing the proposed change in 
emission standards. Of the 12, 2 sup­
ported the rule change fully, 2 supported 
some definite standards, but offered a 
different standard of emission than the 
one proposed by the Commission, 5 ex­
pressed misgivings over the expense to 
the amateur and the enforcement of such 
• a standard and 3 expressly preferred the 
present standard. Of those who either ex­
pressed misgivings or opposed the Change 
entirely, the comments of John V. Du­
rant of Albuquerque, New Mexico, are 
typical, "From a pure technical stand­
point, determination that the emission 
is at least 40dB below the peak output 
power on any frequency removed from 
the upper and lower limits by more than 
250 penitent is a controversial (subject to 
several interpretations) and a very 
sophisticated measurement. I do not be­
lieve that even 1 percent of the presently 
licensed amateur radio operators have the 
capability or will attempt to acquire the 
capability to make such a measurement. 
Further, I  doubt that from an enforce­
ment standpoint (presumably FCC moni­
tors) that such a regulation is enforce­
able.” Other comments raised similar

- issues: the expense of obtaining equip­
ment to monitor the spurious emissions; 
the resultant lack of adherence to the 
new rule by the bulk of amateurs; and 
the difficulty of enforcing the rule.

11. The problem of enforcement men­
tioned bv several comments, would be no 
greater than enforcing any of the stand­
ards of §§ 97.61 through 97.73. Investiga­
tion of interference comnlaints and 
normal FCC monitoring will bring the 
obvious violations to light. However, es­
tablishment of a readily measured stand­
ard will provide a clearly defined meas­
urement bv which to determine com­
pliance. “Good engineering practices”, 
the present standard, has proved to be 
too indefinite a regulation to enforce ef­
fectively. The change, rather than ham­
pering enforcement, should aid it.

12. Finally, we note that twa of the
comments offering technical criticism of 
the emission standards as proposed make 
valid arguments. James E. McShane of 
Omaha. Nebraska states. "The proposed 
§? 97.65 and 97.73 bandwid^i limitation 
standards do not take into consideration 
the range of amateur power usages, from 
l/10th of a watt to the proposed 2.0 kW 

spread * * * Different regulations
should be adopted for low power opera­
tion and equipment, or in the alterna­
tive. the regulation should be based on a 
minimum specified power, or actual 
power, whichever is greater.” Gordon 
Schlesinger of San Diego. California 
comments, "I propose that the Commis­
sion bring the stated purity standard of 
40 decibels of attenuation below peak 
carrier power more closely into line with 
thé standards existing in the Land 
Mobile service. A standard of 40 dB+ 
lOlogm (peak carrier power, in watts) 
would establish an absolute standard for 
attenuation of spurious emissions. Since 
power delivered to the input terminals of 
a receiver is proportional to the absolute 
(not relative) output power level of the 
transmitter whose emissions are being 
received, it makes sense to require maxi­
mum absolute limits to spurious radia­
tion in the Amateur Service.”

13. The above comments are well- 
taken. As Mr. McShane proposed, we 
have adopted the ITU regulations with 
respect to certain low power transmit­
ters. Moreover, the Commission would 
like to note that the notice of proposed 
rulemaking, Docket 21000, which pro­
poses increased attenuation for spurious 
emissions in the Personal Radio Services, 
contains a statement of Commission 
policy which promises future notices ad­
dressing the matter of harmonic and 
spurious attenuation for all other serv­
ices below 1 GHz, including Amateur 
radio. We would like to reaffirm that 
statement here and suggest that the 
above comments are excellent examples 
of the ideas the Commission will be seek­
ing. Adoption of these present emission 
standards will not end the Commission’s 
interest in purity of emissions, and we 
solicit noteworthy comments such as the 
above in future proceedings.

14. Additionally, the Commission has 
recently proposed in Docket 21117, 42 FR 
12204, March 3,1977, type acceptance for 
commercially marketed amateur equip­
ment. The type acceptance standards 
proposed would require a 43+10 log 
(mean power in watts) decibel suppres­
sion of spurious emissions, a standard 
similar to the one suggested above by Mr.
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Schlesinger. As stated in the notice of 
proposed rulemaking, this degree of a t­
tenuation would apply only to amateur 
equipment which would be commercially 
marketed. Home-made equipment would 
be exempt from this standard and there­
fore adoption of Docket 20777’s pro­
posed standards is necessary to bring the 
entire amateur community into conform­
ity with existing international standards. 
Until adoption of a Report and Order in 
Docket 21117, the standards herein spe­
cified shall apply to both home con­
structed and commercially marketed 
amateur equipment.

15. In view of the foregoing, we are 
of the opinion that the amended rule as 
discussed above is in the public interest, 
convenience, and necessity. Authority for 
this Amendment is contained in section 
4(i) and 303 of the Communications Act 
of 1934, as amended.

16. Accordingly, it is ordered, Effective 
April 15, 1977, that Part 97 of the Com­
mission’s rules is amended as set out be­
low. It is further ordered, That this pro­
ceeding is continued.
(Secs. 4, 303, 48 Stat., as amended, 1066, 1082; 
(47 U.S.C. 154, 303).)

F ederal Communications 
Commission,

Vincent J. Mullins,
Secretary.

Part 97 of Chapter I  of Title 47 of the 
Code of Federal Regulations is amended 
as follows:

In § 97.73, the headnote and text are 
revised, as follows:
§ 97.73 Purity o f emissions.

(a) The mean power of any spurious 
emission or radiation from any amateur 
transmitter or external radio frequency 
power amplifier being operated with a 
carrier frequency below 30 MHz shall be 
at least 40 decibels below the mean power 
of the fundamental without exceeding 
the power of 50 milliwatts. For equip­
ment of mean power less than 5 watts, 
the attenuation shall be at least 30 deci­
bels.

(b) The mean power of any spurious 
emission or radiation from any amateur 
transmitter or external radio frequency 
power amplifier being operated With a 
carrier frequency above 30 MHz but be­
low 235 MHz shall be at least 60 decibels 
below the mean power of the fundamen­
tal. For transmitters having mean power 
of 25 watts or less, the mean power of 
any spurious radiation supplied to the 
antenna transmission line shall be at 
least 40 decibels below the mean power 
of the fundamental without exceeding 
the power of 25 microwatts, but, in any 
event, need not be reduced below the 
power of 10 microwatts.

fc) Spurious emission or radiation 
from an amateur transmitter or external 
radio frequency power amplifier being 
operated with a carrier frequency above 
235 MHz shall be reduced or eliminated 
m accordance with good engineering 
practice.

(d) For the purposes of this section, 
a spurious emission or radiation is any

emission or radiation from a transmitter 
or any external radio frequency power 
amplifier which is outside of the au­
thorized Amateur Radio Service fre­
quency band being used.

(e) The above notwithstanding, should 
any spurious radiation, including chas­
sis or power line radiation, cause harm­
ful interference to the reception of other 
radio stations, the licensee may be re­
quired to take such further steps as may 
be necessary to eliminate the interfer­
ence in accordance with good éngineer- 
ing practices.

[FR Doc.77-7598 Filed 3-14-77;8:45 ami

> Title 49— Transportation
CHAPTER IX— UNITED STATES 

RAILWAY ASSOCIATION
PART 903— GOVERNMENT IN THE 

SUNSHINE ACT REGULATIONS
Open Meeting Requirement

AGENCY: United States Railway Asso­
ciation.
ACTION: Final Rule.
SUMMARY : This rule sets forth the pro­
cedures which will be followed by the 
Association in compliance with the open 
meeting requirement of the Government 
in the Sunshine Act (5 U.S.C. 552b).
FOR FURTHER INFORMATION CON­
TACT:

Donald C. Cole, Vice President and 
Secretary, United States Railway As­
sociation, 2100 Second Street SW., 
Washington, D.C. 20595.

EFFECTIVE DATE: March 12,1977.
SUPPLEMENTARY INFORMATION: 
On February 3,1977, a notice of proposed 
rulemaking was published in the F ederal 
R egister (42 FR 6614), stating that the 
United States Railway Association (“the 
Association”) was considering the issu­
ance of regulations to implement the 
Government in the Sunshine Act which, 
inter alia, requires the Association to 
open its meetings to public observation 
unless the Association decides to close 
its meetings pursuant to a Sunshine Act 
exemption. The proposal would add a 
new part 903 to Chapter IX of Title 49 
of the Code of Federal Regulations.

Interested persons were afforded an 
opportunity to participate in the rule- 
making through the submission of com­
ments. Two persons provided comments, 
which were considered.

In consideration of the foregoing and 
on the basis of further staff review, 49 
CFR, Chapter IX is amended by adding 
a new Part 903, as set forth below.

Issued in Washington, D.C., on 
March 9,1977.

A rthur D. Lew is, 
Chairman of the Board, 

United States Railway Association.
Sec.
903.1 Purpose and Scope.
903.2 Definitions.
903.3 Open meeting policy.
903.4 Scheduling and public announce­

ment of meetings.

Sec.
903.5 Public announcement of changes in

meetings.
903.6 Public announcement of emergency

meetings.
903.7 Cases in which a meeting may be

closed and information may be 
withheld.

903.8 Procedures for closing meetings and
withholding information; public 
availability of recorded vote to 
close meetings and other infor­
mation.

903.9 Certification by General Counsel.
903.10 Requests by affected persons for

closed meetings.
903.11 Providing information to the public.
903.12 Publication of notice in the Federal

Register.
903.13 Meeting places.
903.14 Procedures for open meetings.
903.15 Records of closed meetings.
903.16 Availability of records to the public.

Authority: Subsec. (g) of the Government 
in the Sunshine Act (5 U.S.C. § 552b(g); 
Subsec. 202(a)(4) of the Regional Rail 
Reorganization Act of 1973, as amended (45 
U.S.C. § 712(a)(4)).
§ 903.1 Purpose and scope.

(a) Section 552b of Title 5, United 
States Code, the Government in the Sun­
shine Act (“the Act”) requires each 
agency to open every portion of every 
meeting to public observation and to 
make available to the public any infor­
mation pertaining to such meetings 
required by section 552b to be disclosed 
to the public, except where the agency 
properly determines that such portion 
or portions of its meeting or the disclo­
sure of such information is exempt under 
section 552b(c) of the Act.

(b) This part sets forth the Associa­
tion’s procedures for implementing the 
Act with respect to meetings of its Board 
of Directors, Executive Committee, or 
other committees of the Board of Direc­
tors, except the Finance Committee 
which, as authorized by section 201 of 
the Regional Rail Reorganization Act of 
1973, as amended (45 U.S.C. 711), issues 
separate regulations to permit public 
attendance at open meetings (See 49 
CFR Part 905) ,
§ 903.2 Definitions.

Unless otherwise required by the con­
text, the following definitions apply in 
this part:

“Act” means the Government in the 
Sunshine Act (5 U.S.C. 552b).

“Association” means the United States 
Railway Association.

“Board of Directors” means the Board 
of Directors of the Association, estab­
lished by section 201 of the Regional 
Rail Reorganization Act of 1973, as 
amended, 45 U.S.C. 711, and includes 
the Executive Committee established 
thereunder, and any other Committee of 
the Board of Directors except the 
Finance Committee.

“Meeting” means the deliberation of 
a t least the number of individual mem­
bers of the Board of Directors whose 
deliberations determine or result in the 
joint conduct or disposition of official 
Association business, but does not include 
deliberations required or permitted by 
section 552b (d) or (e) of the Act.
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§ 903.3  Open meeting policy.
i t  is the policy of the Association that 

meetings are presumptively open to pub­
lic observation to the fullest extent con­
sistent with the protection of individual 
rights and the Association’s obligation 
to carry out its responsibilities and du­
ties. A meeting, portion of a meeting, or 
series of meetings will not be closed to 
public observation unless the Board of 
Directors determines specifically, pursu­
ant to § 903.7, both that the subject mat­
ter is exempt from the open meeting 
requirements of the Act and that the 
public interest does not require opening. 
No information pertaining to the meeting 
shall be withheld unless the Board of 
Directors determines specifically pursu­
ant to § 903.7, both that the information 
is exempt from disclosure and that the 
public interest does not require dis­
closure.
§ 903 .4  Scheduling and public an­

nouncement of meetings.
(a) Except as provided in §§ 903.5 and 

903.6 of this part, the Board of Direc­
tors will make a public announcement 
at least one week before a meeting it has 
scheduled. The announcement will in­
clude a statement of :

(1) The time, place, and subject mat­
ter of the meeting;

(2) Whether the meeting is open or 
closed to the public; and

(3) The name and telephone number 
of the Association official who will re­
spond to requests for information about 
the meeting.

(b) If announcement of the subject 
matter of a closed meeting would reveal 
the information that the meeting itself 
was closed to protect, the subject matter 
of the meeting will not be announced.
§ 903 .5  Public announcement of 

changes in meetings.
(a) After public announcement of a 

meeting, the time and place of the meet­
ing will be changed only if the change is 
publicly announced a t the earliest prac­
ticable time.

(b) After public announcement of a 
meeting, the subject matter of a meet­
ing or the determination to open or 
close a meeting or portion of a meeting 
to the public will be changed only:

(1) Upon the recorded vote of a ma­
jority of the membership of the Board 
of Directors that Association business 
required the change and that no earlier 
announcement was possible; and

(2) Upon a public announcement at 
the earliest practicable time of the 
change and of the vote of each member.
§ 903 .6  Public announcement o f emer­

gency meetings
When an emergency or extraordinary 

Association business so requires, the 
Board of Directors may decide, upon a 
recorded vote of a majority of its mem­
bers, to schedule a meeting for a date 
earlier than provided in paragraph (a) 
of § 903.4 and shall, at the earliest prac­
ticable time, make a public announce­
ment pursuant to the procedures in 
§ 903.4.

§ 903.7  Cases in which a meeting may 
be closed and information may be 
withheld %

(а) A meeting, portion or portions of a 
meeting, or series of meetings may be 
closed to public observation and infor­
mation pertaining to such meeting or 
meetings may be withheld from the 
public when the Board of Directors 
determines that the meeting or disclo­
sure of that information, is likely to:

(1) Disclose matters that are (i) 
specifically authorized under criteria 
established by an Executive Order to be 
kept secret in the interests of national 
defense or foreign policy and (ii) in fact 
properly classified pursuant to such 
Executive Order;

(2) Relate solely to the internal per­
sonnel rules and practices of the Asso­
ciation;
. (3) Disclose matters specifically ex­
empted from disclosure by statute (other 
than section 552 of Title 5, United States 
Code), Provided That such statute (i) 
requires that the matters be withheld 
-from the public in such a manner as to 
leave no discretion on the issue, or (ii) 
establishes particular criteria for with­
holding or refers to particular types of 
matters to be withheld;

(4) Disclose trade secrets and com­
mercial or financial information ob­
tained from a person and privileged or 
confidential;

(5) Involve accusing any person of a 
crime, or formally censuring any person;

(б) Disclose information of a personal 
nature where disclosure would constitute 
a clearly unwarranted invasion of per­
sonal privacy;

(7) Disclose investigatory records 
compiled for law enforcement purposes, 
or information which if written would 
be contained in such records, but only to 
the extent that the production of such 
records or information would (i) inter­
fere with enforcement proceedings, (ii) 
deprive a person of a right to a fair trial 
or an impartial adjudication, (iii) con­
stitute an unwarranted invasion of per­
sonal privacy, (iv) disclose the identity 
of a confidential source and, in the case 
of a record compiled by a criminal law 
enforcement authority in the course of a 
criminal investigation, or by an agency 
conducting a lawful national security in­
telligence investigation, confidential in­
formation furnished only by the confi­
dential source, (v) disclose investigative 
techniques and procedures, or (vi) en­
danger the life or physical safety of law 
enforcement personnel;

(8) Disclose information contained in 
or related to examination, operation, or 
condition reports prepared by, on behalf 
of, or for the use of an agency responsible 
for the regulation or supervision of fi­
nancial institutions;

(9) Disclose information the prema­
ture disclosure of which would:

(i) In the case of an action by the As­
sociation involving regulation of curren­
cies, securities, commodities, or financial 
institutions, be likely to (A) lead to sig­
nificant financial speculation in curren­
cies, securities, or commodities, ôr (B)

significantly endanger the stability of 
any financial institution; or,

(ii) Be likely significantly to frustrate 
implementation of a proposed Associa­
tion action, except that subparagraph
(ii) hereof shall not apply in any in­
stance where the Association has already 
disclosed to the public the content or na­
ture of its proposed action, or where the 
Association is required by law to make 
such disclosure on its own initiative prior 
to taking final Association action on such 
proposal; or,

(10) Specifically concern the Associa­
tion’s issuance of a subpoena, or its par­
ticipation in a civil action or proceeding, 
an action in a foreign court or interna­
tional tribunal, or an arbitration, or the 
initiation, conduct, or disposition by it 
of a particular case of formal adjudica­
tion pursuant to the procedures in sec­
tion 554 of Title 5, United States Code or 
otherwise involving a determination on 
the record after opportunity for a hear­
ing.

(b) Where the Board of Directors has 
determined that a meeting, portion or 
portions thereof or a series of meetings 
may be closed or that any information 
related thereto may be withheld pursu­
ant to § 903.7(a) of these regulations, the 
Board of Directors shall also determine 
whether the public interest nevertheless 
requires that the meeting be open or the 
information be disclosed to the public.
§ 903.8 Procedures for closing meetings 

and withholding inform ation; pub­
lic availability o f recorded vote to 
close meetings and other information.

(a) The Board of Directors may decide 
to close a meeting, or a portion thereof, 
or to withhold information pertaining 
thereto, only upon the affirmative vote 
of a majority of its entire membership. A 
separate vote of the members will be 
taken with respect to each Association 
meeting, a portion or portions of which 
are proposed to be closed or with respect 
to any information which is proposed to 
be withheld under § 903.7.

(b) A single vote may be taken with 
respect to a series of meetings, all or por­
tion of which are proposed to be closed 
to public observation, or with respect to 
any information concerning the series of 
meetings, if each meeting in the series 
involves the same matters and is sched­
uled to be held not more than 30 days 
after the first meeting in the series.

(c) Proxy votes are not allowed under 
this section.

(d) A written copy of any vote taken 
pursuant to § 903.7 to close a meeting, or 
portion thereof, reflecting the vote of 
each member of the Board of Directors 
on the question, shall be made publicly 
available within one day of such vote. 
The vote of each member of the Board 
of Directors to close a meeting, or portion 
thereof, must be made publicly available 
whether or not the vote results in closing 
the meeting.

(e) If a decision is made to close a 
meeting, portion of a meeting, or series of 
meetings, the Association will prepare a 
full written explanation of the closure 
action together with a list of the names
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of persona expected to attend and stat­
ing the affiliation of each of those per­
sons, and shall make such explanation 
publicly available within one day of that 
decision.

(f) If the disclosure of information re­
quired in § 903.8 (d) or (e) or in § 903.10
(b) would reveal the information that 
the meeting was closed to protect, such 
information will not be disclosed.
§ 903.9 Certification by General Counsel.

(a) In each case that the Board of 
Directors has voted to close a meeting, 
portion of a meeting, or series of meet­
ings, the General Counsel of the Asso­
ciation shall, before the meeting'or por­
tion of meeting is closed, publicly cer­
tify that, in his opinion, the meeting 
may be closed to the public and the rele­
vant provision of § 903.7(a) under which 
it may be closed.

(b) The Secretary of the Association 
will retain a copy of each certification 
under this section, together with a state­
ment of the presiding officer of the meet­
ing setting forth the time and place of 
the meeting and listing the persons 
present.
§ 903.10 Requests by affected persons 

for closed meetings.
(a) Whenever a person whose inter­

ests may be directly affected by a meet­
ing, portion of a meeting, or series of 
meetings requests closure for a reason 
stated in § 903.7(a) (5), (6), or (7), the 
Board of Directors shall upon the motion 
of any of its members, decide by recorded 
vote whether to giant that request.

(b) If a closure decision is made, the 
Association shall prepare a full written 
explanation of the action, a list of the 
persons expected to attend the meeting 
or meetings, and a statement of the 
affiliation of each of those persons and 
shall make such explanation and a copy 
of the recorded vote publicly available 
within one day of that decision.
§ 903.11 Providing information to the 

public.
(a) Information available to the public 

in accordance with this part will be 
posted in the Office Of Public Informa­
tion, Room 2212, 2100 2nd Street, S.W., 
Washington, D.C. Such information may 
also be made available through a list 
maintained for members of the public 
desiring to receive such information.

(b) A person or organization may ob­
tain copies of information from the Office 
of Public Information, Room 2212, 2100 
2nd Street, S.W., Washington, D.C. 20595.
§ 903.12 Publication o f notice in the 

Federal Register.
Immediately after each public an­

nouncement required by this part, the

Association will submit the substance of 
that announcement for publication in the 
Fédérai. R egister provided, however, that 
this section shall not apply to public 
explanations issued pursuant to §§ 903.8 
(d)-(e) and 903.10(b).
§ 903.13 Meeting places.

Each meeting to which this part applies 
will be held in a meeting room desig­
nated in the public announcement of 
that meeting.
§ 903 .14  Procedures for open meetings.

(a) A member of the public may attend 
an open meeting for the purpose of ob­
servation. The opening of a portion or 
portions of a meeting to public observa­
tion shall not be construed to include any 
participation by the public in any matter 
at the meeting.

(b) When a meeting is partly closed, 
each observer shall leave the meeting, 
upon request, when the time for the dis­
cussion of the exempted matter arrives.
§ 903.15 Records o f closed meetings.

(a) The Secretary of the Assiciation 
shall retain a record of each meeting or 
portion thereof that is closed pursuant 
to this part for two years or until one 
year after the conclusion of the proceed­
ing with respect to which such meeting 
or portion thereof was held, whichever 
occurs later. The record may be a record­
ing or a transcript, or in the case of a 
closure pursuant to § 903.7(a) (8), (9) 
(A), or (10), minutes, a recording or 
transcript.

(b) In a case where minutes are used, 
the minutes will fully and clearly de­
scribe all matters discussed and a full 
and accurate summary of the actions 
taken, with the reasons therefor, includ­
ing a description of each view expressed 
on any item and a record of each rollcall 
vote, reflecting the vote of each mem­
ber. The minutes shall identify all docu­
ments considered in connection with any 
action.
§ 903 .16  Availability o f records to the 

f  public.
f  (a) The Association will promptly 
make available to the public, the tran­
script, recording, or minutes of each 
closed meeting, portion of a meeting, or 
series of meetings, except for informa­
tion that may be withheld under § 903.7 
(a ), a t the actual cost of the duplication 
or transcription.

(b) The nonexempt parts of tran­
scripts, recordings or minutes are re­
tained in the custody of the Secretary of 
the Association. Facilities are available 
for the review of those records.

(c) Each request for copy of a non-ex­
empt part of a transcript, recording or 
minutes must be made to the Secretary

of the Association, Room 2212, 2100 2nd 
Street SW., Washington, D.C. 20595. The 
request must:

(1) Identify the record sought; and
(2) Include a statement that toe costs 

involved will be accepted by the requester 
or set forth the amount up to which the 
requester will accept toe costs.

[PR Doc.77-7567 Piled 3-14-77;8:45 am]

Title 26— Internal Revenue
CHAPTER I— INTERNAL REVENUE SERV­
ICE, DEPARTMENT OF THE TREASURY

SUBCHAPTER A— INCOME TAX
PART 1— INCOME TAX: TAXABLE YEARS 
BEGINNING AFTER DECEMBER 31, 1953
Percentage To Be Used by Forèign Life 

Insurance Companies in Computing In­
come Tax for Taxable Year 1976 and 
Estimated Tax for Taxable Year 1977

AGENCY: Department of the Treasury. 
ACTION; Proclamation.
SUMMARY : This proclamation an­
nounces the percentage to be used to com­
pute to income tax liability of foreign 
corporations carrying on life insurance 
business in $he United States.
EFFECTIVE DATE; Immediate.
FOR FURTHER INFORMATION, 
TACT:

Mr. Seymour Fiekowsky, Office of Tax 
Analysis, U.S. Treasury Department, 
Washington, D.C. 20220. (202-566- 
8282).
Proclamation: For purposes of com­

puting the 1976 income tax of foreign 
corporations carrying on a life insurance 
business, a percentage of 14.3 shall be 
used in determining toe “minimum fig­
ure” under section 819. The same per­
centage shall be used for purposes of 
computing the estimated tax and toe in­
stallment payments of estimated tax for 
the taxable year 1977. No additions to tax 
shall be made because of any underpay­
ment of estimated tax for toe taxable 
year 1977 which results solely from the 
use of this percentage.

This proclamation is issued without no­
tice and public procedure because the 
public cannot effectively participate in 
the determination of the percentage. It is 
computed from information contained in 
income tax returns that are not open to 
the public. The proclamation was not 
published prior to its effective date be­
cause the percentage is computed on the 
basis of data which was not then 
available.

Laurence N. Woodworth, 
Assistant Secretary 

of the Treasury.
[PR Doc.77-7801 Piled13-14-77;9:12 am]
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proposed rules
This section of the FEDERAL REGISTER contains notices to the public of the proposed issuance of rules and regulations. The purpose of 

these notices is to give interested persons an opportunity to participate in the rule making prior to the adoption of the final rules.

DEPARTMENT OF AGRICULTURE 
Farmers Home Administration 

[ 7 CFR Part 1823 ]
[FmHA Instruction 442.1]

ASSOCIATION LOANS AND GRANTS—
COMMUNITY FACILITIES, DEVELOP­
MENT, CONSERVATION, UTILIZATION

Community Facility Loans 
AGENCY: Farmers Home Administra­
tion, USDA.
ACTION: Proposed rule.
SUMMARY: The Farmers Home Ad­
ministration (FmHA) of the Depart­
ment of Agriculture proposes amend­
ments which will permit joint financing 
with other lenders to supply funds re­
quired by one applicant for a project. 
One reason for this proposal is the will­
ingness on the part of certain commer­
cial lenders to supply funds in certain 
cases on a joint basis. For this reason, 
this amendment will make more funds 
available for a greater number of 
projects.
DATES: Comments must be received on 
or before April 14,1977.
ADDRESSES: Submit written com­
ments to the Office of the Chief, Direc­
tives Management Branch, Farmers 
Home Administration, U.S. Department 
of Agriculture, Room 6316, Washington, 
D.C. 20250. All written comments made 
pursuant to this notice will bë available 
for public inspection at the address given 
above.
FOR FURTHER INFORMATION CON­
TACT:

Allen L. Turnbull—202-447-5717.
SUPPLEMENTARY INFORMATION: 
The proposed amendments will change 
§§ 1823.5, 1823.6, 1823.13, and 1823.47 of 
Subpart A of Part 1823, Title 7, Code of 
Federal. Regulations (38 FR 29026, and 
as amended at 42 FR 6825) as follows:

1. Section 1823.5 is amended by revis­
ing paragraph (b) (1) to provide that the 
FmHA payments should approximate 
amortized installments in jointly fi­
nanced projects.

Note.—Paragraph (b) of this section was 
amended and published as a proposed rule 
in the F ederal Register dated August 17, 
1976. This proposal has not yet been adopted.

2. The text of § 1823.6 is amended to 
provided th a t FmHA will obtain at least 
a parity position with the other lender 
in cases involving joint financing.

3. A new paragraph (e) under § 1823.13 
is added to require evidence that other 
funds will be available and to also pro­
vide for the disbursement of such other 
funds.

Note.—The present paragraphs (e) through 
(i) of this section are to be redesignated as 
(f) through (j) as a result of the proposed 
new paragraph (e ).

4. Section 1823.47 is amended by add­
ing paragraph (i) to provide for the 
scheduling of FmHA loan payments when 
joint financing is involved.

Accordingly it is proposed to amend 
§§ 1823.5(b)(1), 1823.6, and to add
§§ 1823.13(e), and 1823.47(i) to read as 
follows:
§ 1823.5 Rates and terms.

*  *  *  *  *

(b) * * *
(1) If the borrower will be retiring 

other debts represented by bonds or 
notes, the repayment on such bonds may 
be considered in developing the repay­
ment schedule for the FmHA loan. In all 
cases in which the FmHA is jointly fi­
nancing with another lender, the FmHA 
payments of principal and interest should 
result in approximately equal install­
ments over the repayment period.

i * * * *
§ 1823.6 Security.

Loans will be secured by the best se­
curity position available. When process­
ing a loan utilizing joint financing, 
FmHA will obtain at,least a parity posi­
tion with the other loader. A parity posi­
tion is to insure that in a joint financing 
venture each lender’s security position 
will not be subordinated to that of the 
other, and in the event of default, such 
as a deficit in revenues available for debt 
servicing and in cases involving fore­
closures or other actions, each lender will 
be affected on a proportionate basis. 
Loans will be secured in a manner which 
will adequately protect the interest of 
FmHA during the repayment period of 
the loan. Specific requirements for se­
curity for each loan will be included in a 
letter of conditions.
§ 1823.13 Closing loans and fund de­

livery.
* * * * *

(e) Evidence of and disbursement of 
other funds. Applicants expecting funds 
from other sources for use in completing 
project being partially financed with 
FmHA funds will present evidence that 
funds from such other sources will be 
available before loan closing, or the com­
mencement of construction, whichever 
occurs first. Ordinarily, the funds pro­
vided by the applicant or from other 
sources will be disbursed prior to the use 
of FmHA loan funds. If this is not pos­
sible, funds will be disbursed on a pro 
ra ta basis.

§ 1823.47 Minimum bond specifications. 
* * * * *

(i) Scheduling of FmHA payments 
when joint financing is involved. In all 
cases in which FmHA is participating 
with another lender in the joint financing 
of a project to supply funds required by 
one applicant, the FmHA payments of 
principal and interest should result in 
approximately equal installments over 
the repayment period. •

*  *  *  *  *

(7 U.S.C. 1989; delegation of authority by the 
Secretary of Agriculture, 7 CFR 2.23; delega­
tion of authority by the Assistant Secretary 
for Rural Development, 7 CFR 2.70.)

Dated: March 9,1977.
D enton E. S prague, 
Acting Administrator.

[FR DOC.77-7594 Filed 3-14-77;8:45 am]

FEDERAL ENERGY 
ADMINISTRATION 
[ 10 CFR Part 214 ]

MANDATORY CANADIAN CRUDE OIL 
ALLOCATION REGULATIONS

Proposed Rulemaking and Public Hearing
The Federal Energy Administration 

(“FEA”) hereby gives notice that it will 
hold a public hearing and receive written 
comments on three alternative proposals 
to amend the Mandatory Canadian 
Crude Oil Allocation Regulations to take 
into account changes in Canada’s crude 
oil export program resulting in separate 
licensing of Canadian light and heavy 
crude oils and an increased export 
volume for the heavy crude oils.

I. B ackground

The Canadian Allocation Program 
(“CAP”) was adopted by FEA in response 
to the Canadian National Energy 
Board’s (“NEB”) decision in 1974 grad­
ually to phase out exports of crude oil 
to the United States in the early 1980’s. 
The program was intended to give the re­
finers that are most dependent on Cana­
dian crude oil additional time to arrange 
for alternative crude oil delivery systems.

The current CAP regulations, issued on 
January 30, 1976, provide for the alloca­
tion on a preferential basis of crude oil 
and plant condensate imported from 
Canada to priority classes of refiners and 
other firms for six months allocation 
periods, beginning January 1, 1976. For 
each allocation period, FEA issues a 
number of Canadian crude oil rights 
based on the volume of Canadian crude 
oil included in a refiner’s runs to still or 
otherwise used by the particular firm 
during the base period of November 1, 
1974, through October 31,1975.
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The classes of firms dependent upon 

Canadian crude sources and thereby 
eligible for allocations are distinguished 
by their current capability to replace 
Canadian crude oil with crude oil from 
other sources. First priority refineries are 
those which processed Canadian crude 
oil that constituted at least 25 percent 
of their base period crude oil runs to 
stills and that possess no current capa­
bility of replacing that Canadian crude 
oil due to a demonstrated lack of access 
to domestic pipelines or port facilities. 
The first priority category also includes 
all industrial facilities or utilities with 
no replacement capability, without re­
gard to the 25 percent test. Second prior­
ity refineries are those industrial facili­
ties, utilities and refineries that used 
Canadian crude oil during the base 
period but were not designated first 
priority.

The allocation program provides that 
when the total allocable supply of crude 
oil available from Canada during a six- 
month allocation period is less than the 
total base period volumes of all priority 
refineries, all first priority refineries are 
entitled to receive their full amounts and 
shortages will.be shared by second prior­
ity refineries on a pro-rata basis. When 
the allocable supply is less than the total 
of the base period volumes of all first 
priority refineries, second priority re­
fineries receive .no allocations and first 
priority refineries share any shortfall on 
a pro-rata basis. The number of Cana­
dian oil rights issued to the priority re­
fineries is adjusted semi-annually to 
conform to the declining Canadian crude 
oil exportable surplus ceiling, as deter­
mined by the NEB.

Each refiner or other eligible firm is 
required to report to FEA its estimated 
Canadian crude oil nominations for each 
allocation period at least 50 days prior 
to the beginning of the allocation period. 
Canadian crude oil rights for an alloca­
tion period are issued by FEA in an al­
location notice as specified in § 214.32 ap­
proximately 30 days prior to the alloca­
tion period. FEA transmits a copy of 
each allocation notice to the NEB 
promptly after its issuance to provide 
the NEB with ongoing information re­
lated to the opération of the CAP and 
to enable Canadian export licenses to 
conform to the rights issuances under 
the program.

Based on the number of Canadian 
crude oil' rights issued for the 6-month 
allocation period, each refiner or other 
eligible firm submits nominations to the 
NEB on the first day of each month 
for the volumes of Canadian crude oil 
that it desires to import during the suc­
ceeding month. Approximately nine days 
after the nominations are received, the 
NEM issues and transmits to FEA a list 
of the nominations and the volume of 
Canadian crude oil actually licensed for 
export to each priority refiner or other 
eligible firm for the forthcoming month.

The current regulations prohibit the 
disposition by first priority refineries of 
Canadian crude oil except pursuant to 
barrel-for-barrel exchanges for other 
Canadian crude oil, in which only qual-

ity and location differentials are given 
effect in the calculation of the exchange 
ratio, or by matching purchase and sale 
transactions having the same effect as 
such an exchange. Second priority re­
fineries, however, are not prohibited from 
exchanging away Canadian crude oil 
subject to the program in return for non- 
Canadian source crude in exchanges of 
the type described above. The current 
regulations also prohibit the sale or 
transfer of Canadian crude oil rights 
except pursuant to a permitted ex­
change. Thus, the regulations do not 
provide a great deal of flexibility for first 
priority refineries to exchange away or 
sell Canadian crude oil because they are, 
by definition, the most dependent upon 
Canadian crude sources. Moreover, it 
was expected that the demand among 
first priority refineries for all types of 
Canadian crude oil would eventually ex­
ceed the supply and that there was no 
need to provide for dispositions or real- 
locations of Candian imports.

Most of the priority refineries histori­
cally processed principally Canadian 
light crude oil. Only three of the 11 first 
priority refineries and five of the 50 sec­
ond priority refineries processed any 
Canadian heavy crude oil during the 
base period. Until the recent change in 
its crude oil export program, Canada de­
termined its exportable surplus of crude 
oil on an aggregate basis, without regard 
to the type and grade of crude oil, and 
U.S. refiners were able to nominate for 
the type and grade of Canadian crude 
oil they desired. Since the CAP became 
operational on January 1, 1976, the NEB 
has attempted to match monthly nom­
inations of priority refiners with the 
crude oil types • available for that month 
by taking into account the priority re­
finers’ historical usage patterns.

II. Changes in  Canadian Crude O il 
E xport P rogram

In late November 1976, the NEB ad­
vised FEA that, effective January 1, 
1977, the export of Canadian heavy crude 
oil would be licensed separately from 
light crude oil and that the volume of 
heavy crude oil available for export in 
the allocation period beginning January 
1,1977, would exceed the volume lifted in 
the previous allocation periods. The 
NEB also has indicated that it expects 
that the export level for heavy crude oil 
will decrease at a much slower rate than 
will be the case for light crude oil. In 
this regard, on February 17, 1977, FEA 
published a notice in the F ederal R egis­
ter, 42 FR 9703, advising refiners of the 
availability for nomination of 800,000 
barrels of heavy Canadian crude oil out­
side of Canada’s exportable surplus.

FEA projects that, without any change 
in the current provisions of the CAP, a 
significant portion of Canada’s increased 
export volume of heavy crude oil may 
not be imported into the United States 
in 1977 due to the fact that the priority 
refineries that have sufficient rights to 
import the heavy crude oil do not have 
the capability either to receive or rim 
that type of crude oil, while, at the same 
time, the priority refineries that have

the capability to receive and run this 
crude oil will not be issued a sufficient 
number of rights under the CAP. In ad­
dition, the refiners that do not have the 
capability either to receive or run the 
heavy crude oil will not be able to use 
all of their rights issuances in 1977 be­
cause of the diminishing supply of 
Canadian light crude oil.

Thus, as a result of the NEB’s decision 
to increase the export level for heavy 
crude oil in relation to light crude oil, 
FEA’s initial determination is that the 
CAP may require modification to permit 
the rights issuances under the CAP to 
conform to Canada’s export licenses, 
thereby assuring that, to the maximum 
extent possible, the program facilitates 
lifting of the increased volume of heavy 
crude oil.
III. Alternative Amendments P roposed

Therefore, FEA is proposing for public 
comment in this notice alternative 
amendments to the CAP that are in­
tended to remove any impediments to 
importing into the U.S. the full volume 
of Canadian heavy crude oil available, 
while continuing the allocation of Cana­
dian light oil to those refineries adversely 
affected by the diminishing supply of 
light crude oil. The proposed modifica­
tions to the CAP are presented in three 
alternative proposals, each of which con­
templates a quarterly allocation period 
instead of the present six-month alloca­
tion period and changing the present 
base period. (November 1, 1974 through 
October 31, 1975) to the calendar year
1975.

Under Alternatives No. 1 and No. 2, de­
scribed in greater detail below, FEA 
would continue to allocate the exportable 
surplus of Canadian crude oil in accord­
ance with the allocation scheme provided 
for under the current regulations. Under 
Alternative No. 1, FEA would remove 
from the coverage of the CAP any surplus 
Canadian heavy crude oil which it deter­
mines will not be imported by priority re­
finers in a particular allocation period. 
Alternative No. 2 provides for removal of 
the restrictions on transfers of Canadian 
crude oil rights currently set forth in 
§ 214.32(e). Firms that have been issued 
Canadian crude oil rights for a particu­
lar allocation period would be permitted 
to sell to another firm that owns a prior­
ity refinery any such rights that will not 
be used due to the inability of the sell­
er’s priority refinery to receive or proc­
ess Canadian heavy crude oil. Atlemative 
No. 3 provides for allocation by FEA of 
the Canadian light and heavy crude oil 
streams separately to priority refineries 
according to their use of each crude oil 
type in the calendar quarter of 1975 cor­
responding to the quarter for which the 
allocation is made.

FEA wishes to emphasize that it is 
seeking comments from interested par­
ties on all three of the alternative propos­
als set forth below, since it has not 
yet made any final determination on 
whether the CAP should be amended in 
this regard or on the form that any such 
revision should take. It may be that the 
most desirable approach would involve
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a variation of one of the three alterna­
tives, or a combination of facets of sev­
eral of the alternatives, and FEA specif­
ically invites comments as to whether 
any such variation or combination would 
be a more appropriate regulatory solu­
tion.

M odifications Common to All 
Alternatives

Allocation period. FEA is proposing to 
change the allocation period from a six- 
month calendar period to a calendar 
quarter to facilitate adjustments in the 
issuances of rights in response to varia­
tions which may occur periodically in 
the export levels of Canadian crude oil 
and to enable the program to be more 
responsive to seasonality factors. As in­
dicated in the Allocation Notice for the 
six-month allocation period commencing 
January 1,1977, the NEB established dif­
ferent export levels for Canadian crude 
oil for the first and second quarters of 
1977. FEA therefore set forth the allo­
cations in that notice separately for the 
first and last three months of the alloca­
tion period. However, the NEB recently 
advised FEA that the export level an­
nounced for the first quarter of 1977 
will be maintained through the second 
quarter, thus requiring the issuance of a 
supplemental allocation notice. Based on 
this experience and on discussions with 
the NEB, FEA believes that a quarterly 
allocation period would help to assure 
that the issuance of rights under the 
CAP would conform more precisely to 
changes of this nature in Canada’s crude 
oil export program.

Base period. FEA is proposing to 
change the base period (November 1, 
1974, through October 31, 1975) to cal­
endar year 1975. FEA believes that the 
calendar year 1975 will provide a 
slightly more recent, and thus more ac­
curate, measure of the historical .«usage 
of Canadian light and heavy crude oils 
by priority refineries. In addition, it is 
believed that the current base period 
would not be compatible with the pro­
posed quarterly allocation period, in 
that the current base period consists of 
two months in one calendar year and 
ten months in another calendar year. 
FEA has determined, on the basis of its 
analysis of the data contained in the re­
ports submitted by priority refineries 
pursuant to Subpart D of Part 214, that 
the adoption of calendar year 1975 as 
the base period will not result in a 
change in priority designation of any 
refinery or other facility.

Alternative N o. 1
Alternative No. 1 would retain the 

basic allocation plan provided for under 
the current regulations. Within 14 days 
following the issuance of an allocation 
notice, FEA would determine, on the 
basis of NEB’s list of licensed exports, 
the volume of Canadian heavy crude oil 
which exceeds the rights issuances of the 
priority refineries that have the capa­
bility to receive and rim the heavy oil 
and thus would not be imported in the 
allocation period. As soon as practicable 
thereafter, FEA would issue a notice ad­

vising refiners that this volume of heavy 
crude oil constitutes surplus under the 
CAP and would therefore not be subject 
to the regulations under Part 214. That 
volume would then be available for 
nominations by any domestic refiner, re­
gardless of whether it owned a priority 
refinery.

In view of the fact that the demand 
among priority refineries for Canadian 
heavy crude oil may at times exceed 
Canada’s exportable surplus of that type 
of crude oil, a variation on Alternative 
No. 1 providing essentially for redistri­
bution of unused Canadian crude oil 
rights, rather than exempting the heavy 
crude oil from the CAP, may be a 
more appropriate regulatory modifica­
tion. Under this variation, any Cana­
dian crude oil rights that FEA deter­
mines will not be used in an allocation 
period would expire, and FEA would re­
distribute the unused rights to first and 
second priority refineries that have the 
capability to receive and process heavy 
crude oil. FEA would determine the 
number of rights that will not be used 
in the allocation period by comparing 
the rights issuances with the NEB’s list 
of licensed exports. As soon as practica- 
able thereafter, FEA would issue a sup­
plemental allocation notice specifying 
the rights that have expired as to par­
ticular priority refineries and redistri­
buting those rights among the priority 
refineries that advised FEA of their 
heavy crude oil needs.

Effective operation of both Alter­
native No. 1 and the variation thereon 
are predicated on the NEB’s adoption of 
a quarterly nominations period in con­
formity with the proposed quarterly al­
location period. If the NEB retains the 
monthly nominations period, it would be 
impossible for FEA to determine the 
number of unused rights at the begin­
ning of the allocation period since rights 
not used in the first month of the alloca­
tion period could be used in the second 
or third month.

FEA is not presenting in this notice 
proposed regulations pertaining to the 
variation on Alternative No. 1 described 
above. However, FEA specifically inyites 
comments on both options. With respect 
to the variation, FEA particularly wishes 
to receive comments as to the appro­
priate criteria to be utilized in any re­
distribution of the expired rights.

Alternative N o . 2
This alternative, as is the case with 

Alternative No. 1, would leave unchanged 
the basic allocation plan provided for 
under the CAP. However, the current re­
strictions on transfers of Canadian crude 
oil rights set forth in § 214.32(e) would 
be revised to permit a firm that owns or 
controls a priority refinery or other 
facility to sell, exchange or otherwise 
transfer to another firm that owns or 
controls a priority refinery or other 
facility Canadian crude oil rights that 
will not be used in an allocation period 
due to the inability of the transferor’s 
priority refinery or facility to receive or 
process heavy Canadian crude oil. The 
current provisions set forth in § 214.31

(g) pertaining to exchanges and sales of 
Canadian crude oil also would be 
amended to permit sales or exchanges of 
the Canadian crude oil associated with 
the rights sold or otherwise transferred. 
All such sales or transfers of Canadian 
crude oil or the related rights would be 
required to be reported to FEA. Resales 
of Canadian crude oil and the related 
rights would be prohibited.
. If this alternative is adopted«, the 
Mandatory Petroleum Price Regulations 
would be amended to require refiners 
selling and purchasing rights to account 
for the costs and revenues incident to 
such transactions as increases or de­
creases, respectively, in their crude costs.

Alternative N o . 3
The third proposal provides for the 

allocation of Canadian light and heavy 
crude oil streams to priority refineries 
according to their base period usage of 
these different types of crude oils, and 
employs essentially the current alloca­
tion plan and procedures set forth in 
§§ 214.31-214.32. Definitions of heavy 
and light Canadian crude oil would be 
added. Under this alternative, FEA does 
not propose to redetermine the priority 
designations with reference to the 
quarterly variations in the volume of 
Canadian light or heavy crude oil in a 
refinery’s runs to stills in the base period.

As is the case under the current reg­
ulations, FEA would, for each allocation 
period, commencing with the April 1, 
1977 allocation period, issue Canadian 
crude oil rights to each firm that owns 
or controls a first or second priority re­
finery. The allocation notice for each 
quarter would specify the number of 
rights for heavy crude oil and the num­
ber of rights for light crude oil, respec­
tively, issued to each refiner or other 
firm, and the specific first or second 
priority refineries for which such rights 
have been issued. Each such right would 
entitle the firm owning the right to proc­
ess, consume, or otherwise utilize one 
barrel of Canadian light or heavy crude 
oil, as specified in the allocation notice. 
The number of rights for light or heavy 
crude oil issued to each firm would equal
(1) the number of barrels of Canadian 
light or heavy crude oil, respectively, in­
cluded in that refiner’s volume of Ca­
nadian crude oil runs to stills for the 
calendar quarter of the base period cor­
responding to the quarter for which the 
allocation Is made, or (2) the number of 
barrels of Canadian light or heavy crude 
oil, respectively, consumed or otherwise 
utilized by a firm other than a refiner in 
the corresponding calendar quarter of 
the base period, subject to adjustments 
for the reduction in Canadian export 
levels and decreases in utilization relative 
to the base period. Apportioning the 
number of rights among firms due to re­
ductions in Canadian export levels would 
be accomplished according to the current 
procedures specified in § 214.31(b).

In the event that the allocable supply 
of Canadian heavy crue oil for a partic­
ular allocation period is greater than the 
total number of barrels of Canadian 
heavy crude processed in the correspond-
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ing calendar quarter of the base period 
by all first and second priority refiner­
ies, the number of rights for heavy crude 
oil issuable to all first and second prior­
ity refineries would be increased on a 
pro-rata basis.

For the first allocation period under 
this alternative, FEA proposes to use the 
NEB stream data on the volume of Ca­
nadian light and heavy crude oil ex­
ported to each priority refinery or other 
facility by month during the base pe­
riod. Use of the NEB data would elim­
inate the necessity of imposing a poten­
tially burdensome reporting requirement 
on refiners. However, FEA is interested 
in receiving comments on the industry’s 
views as to the reliability of the NEB 
data and, specifically, on whether FEA 
should require refiners to report the nec­
essary data with respect to their prior­
ity refineries for use in future allocation 
periods.

IV. W ritten Comment and P ublic 
H earing P rocedures

A public hearing on the subject matter 
of this notice will be held beginning at 
9:30 a.m., e.s.t., on March 29, 1977, in 
Room 2105, 2000 M Street NW„ Wash­
ington, D.C., to receive comments from 
interested persons.

Any person who has an interest in the 
subject matter of this notice, or who is 
a representative of a group or class of 
persons which has such an interest, may 
make a written request for an opportu­
nity to make an oral presentation. Re­
quests to testify at the public hearing 
should be directed to Executive Commu­
nications, FEA, 1200 Pennsylvania Ave­
nue, NW., Washington, D.C. 20461, and 
must be received before 4:30 p.m., e.s.t.’, 
March 22, 1977. Such requests may be 
hand-delivered to Room 3309, Federal 
Building, 12th and Pennsylvania Avenue 
NW., Washington, D.C., between the 
hours of 8:00 a.m. and 4:30 p.m., e.s.t., 
Monday through Friday. Persons sub­
mitting such requests should be prepared 
to describe the interest concerned; if ap­
propriate, to state why he or she is a 
proper representative of a group or class 
of persons which has such an interest; 
and to give a concise summary of the 
proposed oral presentation and a phone 
number where he or she may be reached 
through March 28, 1977. Persons selected 
to be heard a t the public hearing will be 
notified by FEA before 5:30 p.m., e.s.t., 
March 23, 1977, and must submit 50 cop­
ies of his or her statement to Regulatory 
Programs,; FEA, 'Room 2214, 2000 M 
Street, NW., Washington, D.C., before 
5:30 p.m., e.s:t., March 28, 1977.

FEA reserves the right to select the 
persons to be heard a t the hearing, to 
schedule their respective presentations 
and to establish the procedures govern­
ing the conduct of the hearing. Each 
presentation may be limited, based on 
the number of persons requesting to be 
heard.

An FEA official will be designated to 
preside at the hearing. I t  wfil not be a 
judicial or evidentiary-type hearing. 
Questions may be asked only by those 
conducting the hearing and there will be

no cross-examination of persons pre­
senting statements. At the conclusion of 
all initial oral statements, each person 
who has made an oral statement will be 
given the opportunity, if he or she so de­
sires, to make a rebuttal statement. The 
rebuttal statements will be given in the 
order in which the initial statements 
were made and will be subject to time 
limitations.

Any interested person may submit 
questions, to be asked of any person 
making a statement at the hearing, to 
Executive Communications, FEA, before 
4:30 p.m., e.s.t., Friday, March 25, 1977.

Any person who makes an oral state­
ment and who wishes to ask a question 
at the hearing may submit the question, 
in writing, to the presiding officer. FEA 
or thé presiding officer, if the question is 
submitted at the hearing, will determine 
whether the question is relevant, and 
whether time limitations permit it to be 
presented for answer.

Any further procedural rules, needed 
for the proper conduct of the hearing 
will be announced by' the presiding 
officer.

A transcript of the hearing will be 
made and the entire record of the hear­
ing, including the transcript, will be re­
tained by FEA and made available for 
public inspection at the FEA, Freedom of 
Information Office, "Room 2107, Federal 
Building, 12th and Pennsylvania Avenue, 
NW., Washington, D.C., between the 
hours of 8:00 a.m. and 4:30 p.m., Mon­
day through Friday, except Federal holi­
days. Any person may purchase a copy of 
the transcript from the reporter.

Interested persons are invited to sub­
mit data, views, or arguments with re­
spect to this proposal to Executive Com­
munications, Federal Energy Administra­
tion, Box KZ, Washington, D.C. 20461. 
Comments should be identified on the 
outside envelope and on documents sub­
mitted to Executive Communications, 
FEA, with the designation “Amendments 
to Canadian Allocation Program.” Fif­
teen copies should be submitted. All com­
ments received by 4:30 p.m., ejs.t., March 
25, 1977, and all relevant information, 
will be considered by FEA.

Any information or data considered by 
the person furnishing it to be confiden­
tial must be so identified and submitted 
in writing in accordance with the proce­
dures stated in 10 CFR 205.9(f). FEA re­
serves the right to determine the confi­
dential status of the information or data 
and to treat it according to its determi­
nation.

As required by section 7(c) (2) of the 
Federal Energy Administration Act of 
1974, Pub. L. 93-275, a copy of this notice 
has been submitted to the Administrator 
of the Environmental Protection Agency 
for his comments concerning the impact 
of this proposal on the-quality of the en­
vironment. The Administrator had no 
comments.

In accordance with Executive Order 
11821 and OMB Circular A-107, FEA is 
considering the inflationary impact of 
this proposal.
(Emergency Petroleum Allocation Act of 
1973, Pub. L. 93-159, as amended, Pub. L.

93- 511, Pub. L. 94-99, Pub. L. 94-133, Pub. L.
94- 163, and Pub. L. 94-385; Federal Energy 
Administration Act of 1974, Pub. L. 93-275, 
as amended, Pub. L. 94-332 and Pub. L. 94- 
385; Energy Policy and Conservation Act, 
Pub. L. 94-163, as amended, Pub. L. 94-385; 
E.O. 11790, 39 FR 23185; E.O. 11933, 41 FR 
36641).

In consideration of the foregoing, Part 
214 of Chapter H, Title 10 of the Code of 
Federal Regulations, is proposed to be 
amended as set forth below.

Issued in Washington, D.C., March 10, 
1977.

E ric J. F y g i, 
Acting General Counsel.

Alternative No. 1
1. Section 214.1 is amended by revis­

ing paragraph (b) to read as follows:
§ 214.1 Scope.

* * * * *
(b) Applicability. This part applies to 

all Canadian crude oil imported after 
December 31, 1975, except for (1) crude 
oil authorized for export by Canada for 
the period ending December 31, 1975, 
that was not actually imported into the 
United States by that date, (2) Ca­
nadian crude oil the export of which is 
not a factor in the calculations for the 
maximum export levels fixed by Canada, 
and (3) Canadian crude oil which FEA 
determines pursunt to § 214.31(h) will 
not be imported in an allocation period.

2. Section 214.21 is amended by revis­
ing the definitions of “allocation period” 
and “base period” and by adding in 
proper alphabetical order the definitions 
of “heavy crude oil” and “light crude 
oil” to read as follows:
§ 214.21 Definitions.

* * * * * 
“Allocation period” means a calendar 

quarter. The first allocation period shall 
be the calendar quarter commencing 
April 1, 1977.

“Base period” means the twelve- 
month period in calendar year 1975. 

* * * * *  
“Heavy crude oil” means crude oil li­

censed for export as heavy crude oil by 
the Canadian National Energy Board.

* * * * * 
“Light crude oil” means crude oil li­

censed for export as light crude oil by 
the Canadian National Energy Board. 

* * * * *
3. Section 214.31 is amended by add­

ing a new paragraph (h) as follows:
§ 214.31 Allocation o f Canadian crude 

oil.
* * * * *

(h) Surplus Canadian heavy crude 
oil. Within 14 days following the issu­
ance of an allocation notice pursuant to 
§ 214.32(a), FEA shall determine the 
volumes of Canadian heavy crude oil 
that will not be imported in the alloca­
tion period. As soon as practicable there­
after, FEA shall issue a supplemental al­
location notice pursuant to § 214.32(c) 
advising refiners that such volumes are
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surplus for that allocation period and 
are not subject to the provisions of this 
part.

A l t e r n a t iv e  No. 2'
1. Section 214.21 is amended by revis­

ing the definitions of “allocation period” 
and “base period” and by adding in the 
proper alphabetical order the definitions 
of “heavy crude oil” and “light crude 
oil” to read as follows:
§ 214.21 Definitions.

*  *  *  *  *

“Allocation period” means a calendar 
quarter. The first allocation period shall 
be the calendar quarter commencing 
April 1, 1977.
. “Base period” means the twelve-month 
period in calendar year 1975.

* » * * *
“Heavy crude oil” means crude oil li­

censed for export as heavy crude oil by 
the Canadian National Energy Board.

* * * * v * 
“Light crude oil” means crude oil li­

censed for export as light crude oil by 
the Canadian National Energy Board.

* * * * *
2. Section 214.31 is amended by revis­

ing subparagraph (2) of paragraph (a), 
paragraph (e) and subparagraph (1) 
and (2) of paragraph (g) to read as 
follows:
§ 2 1 4 .3 1  Allocation of Canadian crude 

oil.
* * * * *

(a) Basis for issuance of Canadian 
crude oil rights. * * *

(2) Rights issued for an allocation pe­
riod to a refiner or other firm shall (i) 
be applicable only for Canadian crude 
oil subject to this part imported in that 
allocation period, and (ii) authorize Ca­
nadian crude oil to be processed, con­
sumed or otherwise utilized, as the case 
may be, only at (and in the volumes 
specified for) each of that firm’s priority 
refineries listed in the allocation notice 
for that allocation period: Provided, 
That clause (ii) of this subparagraph (2) 
shall not apply to any volumes of Ca­
nadian crude oil associated with Cana­
dian crude oil rights transferred pur­
suant to § 214.32(e) .

* * * * *
(e) Canadian crude oil rights required 

for processing or consumption of Ca­
nadian crude oil. No refiner or othter 
firm shall process, consume or other­
wise utilize Canadian crude oil subject 
to this part imported into the United 
States in any allocation period at any 
refinery or other facility other than a 
priority refinery. Canadian crude oil 
subject to this part shall not be proc­
essed, consumed or otherwise utilized by 
a refiner or other firm unless (1) that 
refiner or other firm has been issued or 
has purchased pursuant to § 214.32(e) 
one Canadian crude oil right for each 
barrel of Canadian crude oil so proc­
essed, consumed or otherwise utilized, 
and (2) that volume of Canadian crude 
oil is processed, consumed or otherwise 
utliized at its priority refinery or re­

fineries listed in the allocation notice 
for the allocation period involved and 
in the volumes specified in that alloca­
tion notice for the particular priority 
refinery or refineries: Provided, That 
subparagraph (2) of this paragraph 
shall not apply to any volumes of Ca­
nadian crude oil associated with Cana­
dian crude oil rights transferred pur­
suant to § 214.32(e).

(g) Permitted exchanges and sales of 
Canadian crude oil. (1) Except for Ca­
nadian crude oil associated with rights 
sold or otherwise transferred pursuant to 
§ 214.32(e), no volumes of Canadian 
crude oil subject to this part shall be 
sold or otherwise disposed of by refiners 
or other firms with respect to first pri­
ority refineries that they own or control 
except pursuant to (i) crude oil ex­
changes which involve-only (directly or 
indirectly) Canadian crude oil and in 
which only quality and location differ­
entials are given effect in the calcula­
tion of the exchange ratio, or (ii) match­
ing purchase and sale transactions which 
involve only (directly or indirectly) Ca­
nadian crude oil and which have the 
same effect as an exchange described in 
subdivision (i) of this subparagraph (1).

(2) Except for Canadian crude oil as­
sociated with rights sold or otherwise 
transferred pursuant to § 214.32(e), no 
volumes of Canadian crude oil subject 
to this part shall be sold or otherwise 
disposed of by refiners or other firms 
with respect to second priority refineries 
that they own. or control except pursu­
ant to (i) exchanges of Canadian crude 
oil subject to this part for other crude 
oil in which only quality and location 
differentials are given effect in the cal­
culation of the exchange ratio; (ii) 
matching purchase and sale transactions 
which involve Canadian crude oil sub­
ject to this part and other crude oil and 
which have the same effect as an ex­
change described in subdivision (i) of 
this subparagraph (2); or (iii) sales, ex­
changes or other transfers between pri­
ority refineries owned by the same re­
finer or other firm, except that this shall 
not permit any sales, exchanges or other 
transfers that would result in a net 
transfer of Canadian crude oil subject 
to this part from a first priority refinery, 
to a second priority refinery owned by 
the same refiner or other firm.

*  *  - *  *  *

3. Section 214.32 is amended by revis­
ing paragraph' (e) to read as follows:
§ 214.32 Issuance of Canadian crude oil

rights.
* * * * *

(e) Permitted transfers of Canadian 
crude oil rights. Refiners and other firms 
that have been issued Canadian crude 
oil rights for a particular allocation 
period may sell or otherwise transfer to 
another refiner or firm that owns a pri­
ority refinery or other facility any such 
rights that will not be used in an allo­
cation period due to the inability of the 
transferor’s priority refinery or facility 
to receive or process heavy Canadian 
crude oil. No rights sold or transferred 
pursuant to this paragraph may be re­

sold. Refiners or other firms involved in 
sales permitted under this paragraph (e) 
shall immediately certify in writing the 
details thereof FEA upon the completion 
of arrangements therefor.

Alternative No. 3
1. Section 214.21 is amended by re­

vising the definitions of “allocation 
period,” “base period” and “Canadian 
crude oil right” and by adding in the 
proper alphabetical order the definitions 
of “heavy crude oil,” and “light crude 
oil” to read as folows:
§ 214.21 Definitions.

* * * * *
“Allocation period” means a calendar 

quarter. The first allocation period shall 
be the calendar quarter commencing 
April 1,1977.

“Base period” means the twelve-month 
period in calendar year 1975.

* * * * *
“Canadian crude oil right” or “right” 

means the right of the refiner or other 
firm owning the right to process,% con­
sume or otherwise utilize one barrel of
(A) Canadian light crude oil or (B) 
Canadian heavy crude oil, as specified in 
an allocation notice issued under § 214.32 
imported in a specified allocation period 
at a specified domestic refinery or other 
facility. The issuance and transfer of 
Canadian crude oil rights shall be evi­
denced on records maintained by the 
PEA.

*  4= 4c *  4s

“Heavy crude oil” means crude oil 
licensed for export as heavy crude oil 
by the Canadian National Energy Board.

4  4c 4c 4c 4c

“Light crude oil” means- crude oil 
licensed for export as light crude oil by 
the Canadian National Energy Board.

4c 4c 4c 4c 4:

2, Section 214.31 is amended by re­
vising subparagraphs (1) and (3) of 
paragraph (a) and T>y revising para­
graph (b) to read as follows:
§ 214.31 Allocation o f Canadian crude 

oil.
(a) Basis for issuance of Canadian 

crude oil rights. (1) For each allocation 
period commencing after March 31,. 1977, 
subject to the adjustments provided for 
by paragraphs (b), (c) and (d) of this 
section and by § 214.35 the FEA shall 
allocate Canadian light and heavy crude 
oil subject to this part separately by 
issuing to each refiner or other firm that 
owns or controls a first or second prior­
ity refinery a number of Canadian crude 
oil rights equal to (i) the number of 
barrels of Canadian light crude oil or 
heavy crude oil, respectively, included in 
that refiner’s volume of crude oil runs to 
stills for the calendar quarter of the base 
period corresponding to the allocation 
period, or (ii) the number of barrels of 
Canadian light crude oil or heavy crude 
oil, respectively, consumed or otherwise 
utilized by that other firm in the calen­
dar quarter of the base period corres­
ponding to the allocation period.

* * * * *
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(3) Notwithstanding the provisions of 

subparagraph (1) of,this paragraph (a), 
in its calculations for the allocation pe­
riod commencing April 1, 1977 the FEA 
shall give effect to the export licenses 
issued by the Canadian National Energy 
Board for the months April through 
June 1977. For the allocation period 
commencing April 1, 1977, FEA will de­
termine separately the number of bar­
rels of Canadian light and heavy crude 
oil included in each refiner’s volume of 
crude oil runs to stills during the base 
period on the basis of light and heavy 
crude oil stream data obtained from the 
Canadian National Energy Board.

(b) Adjustments for increases and re- , 
ductions in export levels of Canadian 
crude oil—  (1) Reductions in export 
levels of Canadian crude oil. In the event 
that the allocable supply of Canadian 
light or heavy crude oil for a particular 
allocation period is greater than the total 
number of barrels of Canadian light or 
heavy crude oil (as adjusted under the 
provisions of paragraphs (c) and (d) of 
this section), respectively, processed in 
the corresponding calendar quarter of 
the base period by all first priority refin­
eries, but less than the total number of 
barrels of Canadian light or heavy crude 
oil (as so adjusted), respectively, proc­
essed, consumed or otherwise utilized in 
the corresponding calendar quarter of 
the base period by all first and second 
priority refineries combined, no adjust­
ment shall be made under this paragraph 
to the number of Canadian crude oil 
rights issuable to first priority refineries, 
and the number of rights issuable for 
second priority refineries shall be re­
duced on a pro-rata basis, With refer­
ence to their respective base period vol­
umes (as adjusted under paragraph (d) 
of this section) of Canadian light or 
heavy crude oil. In the event that the al­
locable supply of Canadian light or heavy 
crude oil for a particular allocation pe­
riod is less than the total number of bar­
rels of Canadian light or heavy crude oil 
(as so adjusted), respectively, processed 
in the corresponding calendar quarter of 
the base period by all first priority re­
fineries, no rights shall be issuable for 
second priority refineries and first pri­
ority refineries shall bear any such de­
ficiency on a pro-rata basis, with refer­
ence to their respective base period vol­
umes (as adjusted under paragraph (d) 
of this section) of Canadian light or 
heavy crude oil.

(2) Increases in export levels of Ca­
nadian heavy crude oil. In the event that 
the allocable supply of Canadia heavy 
crude oil for a particular allocation pe­
riod is greater than the total number of 
barrels of Canadian heavy crude oil (as 
adjusted under paragraphs (c) and (d) 
of this section) processed in the corre­
sponding quarter of the base period by 
all first and second priority refineries, 
the number of rights for heavy crude oil 
issuable to both first and second priority 
refineries shall be increased on a pro­
rata basis, with reference to their respec­
tive base period volumes (as adjusted

under paragraph (d) of this section) of 
Canadian heavy crude oil.

* * * * *
3. Section 214.32 is amended by revis­

ing paragraph (b) to read as follows:
§ 214.32 Issuance o f Canadian crade 

oil rights.
* * * * *

(b) Content of notice. Each allocation 
notice under this section shall specify for 
a particular allocation period the alloca­
ble supply of Canadian light and heavy 
crude oil for that allocation period; the 
name of each refiner and other firm to 
which rights have been issued; the num­
ber of Canadian crude oil rights for light 
crude oil and the number of Canadian 
crude oil rights for heavy crude oil, re­
spectively, issued to each such refiner or 
other firm; and the specific first or sec­
ond priority refineries for which such 
rights have been issued.

[PR Doc.77-7619 Filed 3-ll-77;9:33 am]

FEDERAL POWER COMMISSION
[ 18 CFR Part 2 ]

[Docket No. RM77-1]
JUST AND REASONABLE RATE OF RE­

TURN ON EQUITY FOR NATURAL GAS 
PIPELINE COMPANIES AND PUBLIC 
UTILITIES

Acceptance of Late Filing
March 7, 1977.

On October 15, 1976, the Commission 
issued a Notice of Proposed Rulemaking 
in Docket No. RM77-1 (published Oc­
tober 22, 1976, 41 FR 46618), calling for 
comments by December 14, 1976. By 
Notice issued December 9, 1976, the date 
for filing was extended to February 28, 
1977. On March 1, 1977, the Public 
Agency Group filed a motion to accept 
their late-filed comments.

Upon consideration, notice is hereby 
given that the comments are accepted as 
timely filed.

K enneth F. P lumb, 
Secretary.

[PR Doc.77-7530 Piled 3-14-77:8:45 am]

DEPARTMENT OF THE INTERIOR
M d i i u n a i  r a i A  s e r v i c e

[3 6  CFR Part 6 7 ]
HISTORIC PRESERVATION CERTIFICA 

TIONS PURSUANT TO THE TAX RE 
FORM ACT OF 1976

Proposed Rulemaking
The Tax Reform Act of 1976, Pub. L. 

94—455, 90 Stat. 1519, included among 
its many provisions section 2124, “Tax 
Incentives to Encourage the Preserva­
tion of Historic Structures,” under which 
the Secretary of the -Interior is required 
to make certain certifications with re­
spect to the historic character of build­
ings and structures, the rehabilitation of 
historic buildings and structures, and the 
preservation criteria of State and local 
statutes. The regulations proposed here-

after are to regularize procedures, stand­
ards, and criteria for the making of such 
certifications. The Internal Revenue 
Service, pursuant to its regulatory au­
thorities, will issue all regulations neces­
sary for implementation of section 2124 
of the Tax Reform Act of 1976 with re­
spect to Federal income tax conse­
quences, requirements, and procedures. 
However, the section 2124 tax incentive 
provisions are generally described as fol­
lows so as to permit a public understand­
ing of the certifications required to be 
made by the Secretary:

1. Section 2124(a) . (Section 191 of the 
Internal Revenue Code of 1954). Permits 
a 60-month amortization of certain re­
habilitation expenses made in connec­
tion with qualified depreciable proper­
ties;

2. Section 2124(b). (Section 280B of 
the Internal Revenue Code of 1954). Dis­
allows a deduction for demolition of 
qualified depreciable properties;

3. Section 2124(c). (Section 167(n) of 
the Internal Revenue Code of 1954). 
Generally precludes accelerated depre­
ciation for structures built on the site of 
qualified depreciable properties;

4. Section 2124(d) . (Section 167(o) oi 
the Internal Revenue Code of 1954). Pro­
vides special depreciation rules for qual­
ified rehabilitated property;

5. Section 2124(e). (Sections 170(f)
(3), 2055(e) (2) and 2522(c)(2) of In­
ternal Revenue Code of 1954) . Amends 
charitable contribution deductions on 
income, estate, and gift taxes to liberal­
ize deductions for conservation purposes 
(including historic preservation).

The term “depreciable properties” as 
used above generally means those prop­
erties subject to the allowance for de­
preciation under section 167 of the In­
ternal Revenue Code of 1954 and gen­
erally excludes owner-occupied homes.

Sections (a)-(d) of sectioii 2124 as 
briefly described above require the Sec­
retary of the Interior to make the fol­
lowing classes of certifications:

a. Certified' Historic Structures. All 
the tax provisions described above (ex­
cept subsection 2124(e)) are related to 
so-called “Certified Historic Structures,” 
which, generally, are defined as qualified 
depreciable properties of historic char­
acter which are either listed in the Na­
tional Register, or are located within a 
-historic district listed in the National 
Register or created by or pursuant to a 
certified State or local statute. The Sec­
retary, as a general rule, must certify 
that such structures are in fact “Certi­
fied Historic Structures” before the de­
scribed tax consequences accrue. The 
procedures for such certifications are set 
forth below as § 67.4.

b. Certified rehabilitation. In order for 
the tax consequences described above re­
lating to rehabilitation to accrue, the 
Secretary must determine not only that 
the rehabilitation was done to a certified 
historic structure but also that it meets 
certain standards with respect to the his­
toric integrity of the rehabilitation work. 
The procedures and standards for “cer-
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tified rehabilitation” are set forth below 
as § § 67.6 and 67.7.

c. Certified statutes. Qualified historic 
structures located in historic districts 
designated under a statute of the appro­
priate State or local government are 
subject to the tax consequences discussed 
above if located within a historic district 
created by or pursuant to a statute of 
local or State government certifiedby the 
Secretary as containing criteria which 
will substantially achieve the purposes 
of preserving and rehabilitating build­
ings of historic significance. The Depart­
ment of the Interior has not yet estab­
lished . procedures to certify State and 
local statutes but expects to do so shortly. 
State and local governments desiring to 
qualify historic districts for the tax in­
centives described above should, until 
regulations in this area have been pro­
mulgated, follow the procedures for nom­
ination to the National Register set forth 
in Part 60 hereof.

In order to provide full opportunity 
for taxpayers to review and comment 
upon the certification procedures de­
scribed above, the proposed regulations 
in § 67.8 include appeal procedures for 
appeals of the Secretary’s certification 
decisions. In addition, by a rulemaking 
to be published contemporaneously with 
this notice, 36 CPR Part 60 is to be 
amended to establish new notice require­
ments for nominations of properties to 
the National Register by States.

It is the policy of the Department of 
the Interior, whenever practicable, to 
offer the public an opportunity to partici­
pate in the rulemaking process. Accord­
ingly, interested persons may submit 
written comments, suggestions, or objec-. 
tions regarding the proposed procedures 
to the Chief, Office of Archeology and 
Historic Preservation, National Park 
Service, Department of the Interior, 
Washington, D.C. 20240, on or before 
April 14, 1977. However, inasmuch as 
taxpayers are already requesting that 
certifications be made under the Tax Re­
form Act, the procedures set forth below 
will be utilized as interim procedures 
until such time as the proposed regula­
tions, as they may be amended, are 
finalized.

This rulemaking is developed under 
the authority of section 101(a) (1) of the 
National Historic Preservation Act of 
1966, 16 U.S.C. 470a-l(a) (1970 ed.), as 
amended, and section 2124 of the Tax 
Reform Act of 1976, 90 Stat. 1519. In 
compliance with the National Environ­
mental Policy Act of 1969 (42 U.S.C. 4331, 
et seq.) the National Park Service has 
prepared an environmental assessment of 
these proposed regulations. Based on this 
assessment, it is determined that imple­
mentation of the proposed regulations is 
not a major Federal action that would 
have a significant effect on the quality of 
the human environment and that an en­
vironmental impact statement is not re­
quired. The assessment is on file in the 
office of the Chief, Office of Archeology 
and Historic Preservation, National 
Park Service, Department of the Interior, 

‘ Washington, D.C. 20240, is available for 
public inspection, and will be available 
for public comment for a period running 
concurrently with the comment period 
for these proposed regulations.

The originators of these proposed reg­
ulations are Carol Shull, Ward Jahdl, 
and Catherine Cole, National Park 
Service.

In consideration of the foregoing, it is 
hereby proposed that Chapter I of Title 
36 of the Code of Federal Regulations will 
be amended by adding a new Part 67, 
reading as follows:
PART 67— HISTORIC PRESERVATION 

CERTIFICATIONS PURSUANT TO THE 
TAX REFORM ACT OF 1976 

Sec.
67.1 The Tax Reform Act of 1976.
67.2 Definitions.
67.3 Who may apply and when.
67.4 Certifications of historic significance.
67.5 Standards for evaluating structures

within Registered Historic Districts.
67.6 Certification of rehabilitation.
67.7 Standards for rehabilitation.
67.8 Appeals.

Authority : Sec. 101(a) (1), 80 Stat. 915 as 
amended, (1'6 U.S.C. 470a-l(a)): Sec. 2124, 90 
Stat. i519.
§ 67.1 The Tax Reform Act of 1976.

The Tax Reform Act of 1976, 90 Stat. 
1519, requires the Secretary to make cer­
tifications of historic significance and 
certifications of rehabilitation in connec­
tion with certain tax incentives involving 
historic preservation. The procedures for 
obtaining such certifications are set forth 
below. The Internal Revenue Service is 
responsible for all procedures, legal de­
terminations and rules and regulations 
concerning the tax consequences of the 
historic preservation incentives of the 
Tax Reform Act of 1976. Any certifica­
tions made by the Secretary pursuant to 
this part shall not be considered as 
binding upon the Internal Revenue Serv­
ice with respect to tax consequences or 
interpretations of the Internal Revenue 
Code of 1954, nor do certifications that a 
property is'a “certified historic structure” 
or that a rehabilitation project consti­
tute determinations that a stucture is of 
the type subject to the allowance for 
depreciation under section 167 of the In­
ternal Revenue Code of, 1954.
§ 67.2 Definitions.

As used in these procedures:
(a) “Certified Historic Structure” 

means a structure which is of a character 
subject to the allowance for deprecia­
tion provided in section 167 of the Inter­
nal Revenue Code of 1954 which is either
(1) listed in the National Register; or (2) 
located in a Registered Historic District 
and certified by the Secretary of the In­
terior as being of historic significance to 
the district, (including Registered His­
toric Districts designated under a statute 
of the appropriate State or local govern­
ment if such statute is certified by the 
Secretary to the Secretary of the Treas­
ury as containing criteria which will 
substantially achieve the purpose of pre­
serving an drehabilitating buildings of 
historic significance to the district.)

(b) “Certified Rehabilitation” means 
any rehabilitation of a certified historic 
structure occurring after June 14, 1976, 
and prior to June 15, 1981, which the 
Secretary has certified to the Secretary 
of the Treasury as being consistent with 
the historic character of such property

or the district in which such property 
is located.

(c) “Historic District” means a geo­
graphically definable area, urban or 
rural, possessing a significant concen­
tration, linkage, or continuity of sites, 
buildings, structures, or objects which 
are united by past events or aesthetically 
by plan or physical development.

(d) “Inspection” means a visit by an 
authorized representative of the Secre­
tary of the Interior to a certified historic 
structure for the purposes of reviewing 
and evaluating the significance of the 
structures and the completed rehabilita­
tion work.

(e) “National Register” means the na­
tional register of districts, sites, build­
ings, structures, and objects significant 
in American history, architecture, arche­
ology, and culture that the Secretary is 
authorized to expand and maintain pur­
suant to section 101(a)(1) of the Na­
tional Historic Preservation Act of 1966.

(f) “National Register Program” 
means the survey, planning, and regis­
tration program that has evolved under 
the Secretary’s authority pursuant to 
section 101(a)(1) of the National His­
toric Preservation Act of 1966. The pro­
cedures of the National Register program 
appear in 36 CFR Part 60.

(g) “Registered Historic District” 
means any district listed in the National 
Register or any district designated under 
a State or local statute which has been 
certified by the Secretary as containing 
criteria which will substantially achieve 
the purpose of preserving and rehabili­
tating buildings of historic significance 
to the district.

(h) “Rehabilitation” means the proc­
ess of returning a property to a state of 
utility, through repair or alteration, 
which makes possible an effiecient con­
temporary use while preserving those 
portions and features of the property 
which are significant to its historic, ar­
chitectural, and cultural values.

(i) “Secretary” means the Secretary 
of the Interior or the designee authorized 
to carry out his responsibilities.

(j) “Standards for Rehabilitation”
mean the Secretary of the Interior’s 
“Standards for Rehabilitation” as set 
forth in § 67.7 hereof. %

(k) “State Historic Preservation Of­
ficer” means the official within each 
State, or his designated representative, 
authorized by the State at the request 
of the Secretary to act as liaison for pur­
poses of implementing the requirements 
of the National Historic Preservation 
Act of 1966.

(l) “Structure” means a specific piece 
of real estate, including building(s) and 
other site improvements.
§ 67.3 Who may apply and when.

(a) Only the record owner of the prop­
erty in question may apply for the cer­
tifications described in §§67.4 and 67.6 
hereof. However, upon request of a State 
Historic Preservation Officer, the Secre­
tary may indicate to such officers wheth­
er or not a particular structure located 
within a Registered Historic District is 
of historic significance to such district 
The Secretary shall do so, however, only
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after notifying the property owner of 
record of the request, informing such 
owner of the possible tax consequences of 
such decision, and permitting the prop­
erty owner to submit written comments 
to the Secretary prior to decision.

(b) Requests for certifications pur­
suant to this part may be made only with 
respect to properties listed in the Na­
tional Register or located within a Reg­
istered Historic District.
§ 67.4 Certifications o f historic signifi­

cance.
(a) Requests for evaluation of historic 

significance as required by sections 2124
(a), (b), (c), and (d) of the Tax Reform 
Act of 1976 should be made by the owner 
in accordance with the respective pro­
cedures for the following categories of 
certifications: (1) That a structure is 
listed in the National Register; (2) that 
a structure is located within a Registered 
Historic District but is or is not of his­
toric significance to such district.

(b) If the property is individually 
listed in the National Register:

(1) To determine whether or not a 
property is individually listed in the Na­
tional Register, the owner should consult 
the listing of National Register proper­
ties in the F ederal R egister (found in 
most large libraries). This listing gener­
ally appears the first Tuesday of Febru­
ary each year, with regular monthly up­
dates. If access to the F ederal R egister is 
difficult, the owner shall contact the 
appropriate State Historic Preservation 
Officer for this information. The owner 
may make a written request to the Secre­
tary for confirmation that his property is 
listed in the National Register and is 
therefore a “Certified Historic Struc­
ture.” The Secretary shall send confir­
mation to the owner by letter.

(2) If the property is individually 
listed in the National Register and the 
owner believes it has lost the character­
istics which caused it to be nominated 
and therefore wishes it delisted, the 
owner should refer to the procedures 
outlined in 36 CFR 60.17;

*-c  ̂ If the property is located within 
the boundaries of a Registered Historic 
District listed in the National Register 
and the owner wishes the Secretary to 
certify as to whether the structure is of 
historic significance to the district, the 
owner must make written application to 
the appropriate State Historic Preserva­
tion Officer and provide the following 
minimum documentation to the State 
Historic Preservation Officer, upon his 
request.

(1) Name of owner; (2) name and ad­
dress of structure; (3) name of historic, 
district; (4) current photographs of 
structure; (5) brief description of ap­
pearance including alterations, distinc­
tive features and spaces; and date(s) of 
construction; (6) brief statement of sig­
nificance (architectural and/or histor­
ical) ; and (7) signature of property 
°wner requesting the evaluation.

(d) The State Historic Preservation 
officer will forward the information 
listed in paragraph (c) of this section, 
along with his written recommendation

as to the significance of the structure, to 
the Keeper of the National Register, 
Office of Archeology and Historic Preser­
vation, National Park Service, Depart­
ment of the Interior, Washington, D.C. 
20240. An “Application for Evaluation of 
Significance” shall be used in requesting 
an evaluation from the Secretary. Appli­
cation forais are supplied to the State 
Historic Preservation Officers by the 
Keeper of the National Register at the 

.address given above.
(e) The State Historic Preservation 

Officer shall forward the “Application 
for Evaluation of Significance” to the 
Keeper of the. National Register within 
45 days after the owner has submitted 
the required information. If this period 
has expired without such actions being 
taken the owner may request an evalua­
tion of significance directly from the 
Keeper of the National Register by com­
pleting an “Application for Evaluation 
of Significance” which includes the in­
formation listed in paragraph (c) of this 
section.

(f) Structures within Registered His­
toric Districts listed in the National 
Register will be evaluated for conform­
ance with the Secretary’s “Standards for 
Evaluating Structures within Historic 
Districts” as set forth in § 67.5 hereof, 
based on National Register Criteria as 
set forth in 36 CFR 60.6. Once the"sig- 
nificance of the structure has been de­
termined by the Secretary, written noti­
fication will be sent directly to the prop­
erty owner in the form of a Certification 
of Significance or as a notice that the 
structure does not contribute to the his­
toric significance of the district. Written 
notification will be made within 45 days 
of receipt of the “Application for Evalu­
ation of Significance.”
§ 67.5 Standards for evaluating struc­

tures within Registered Historic Dis­
tricts.

Structures located within Registered 
Historic Districts are reviewed by the 
Secretary for conformance to the fol­
lowing “Standards for Evaluating Struc­
tures within Historic Districts.” These 
standards shall be used by the State His­
toric Preservation Officer in making rec­
ommendations to the Secretary.

(a) A structure contributing to the 
historic significance of a district is one 
which by location, design, setting, mate­
rials, workmanship, feeling, and associa­
tion adds to the district’s sense of time 
and place and historical development.

(to) A structure not contributing to 
the historic significance of a district is 
one which detracts from the district’s 
sense of time and place and historical 
development intrinsically; or when the 
integrity or the original design or indi­
vidual architectural features or spaces 
have been irretrievably lost.

(c) Ordinarily structures that have 
been built within the past 50 years shall 
not be considered eligible unless a strong 
justification concerning their historical 
or architectural merit is given or the his­
toric attributes of the district are con­
sidered to be less than 50 years old.

§ 67 .6  Certification o f rehabilitation.
Property owners desirous of having re­

habilitations of certified historic struc­
tures certified by the Secretary as “cer­
tified rehabilitation” within the meaning 
of section 2124 of the Tax Reform Act 
of 1976 shall comply with the following 
procedures :

(a) Obtain from the appropriate State 
Historic Preservation Officer or from the 
Technical Preservation Services Division, 
Office of Archeology and Historic Pres­
ervation, National Park Service, Depart­
ment of the Interior, Washington, D.C. 
20240, an “Application for Certified Re­
habilitation” and a “Request for Inspec­
tion of Certified Rehabilitation.”

(b) Complete the “Application for Cer­
tified Rehabilitation” form and submit 
it to the State Historic Preservation Offi­
cer. The application may be for proposed 
rehabilitation or completed rehabilita­
tion. In thè latter case, a “Request for 
Inspection of Certified Rehabilitation” 
should be submitted along with the “Ap­
plication for Certified Rehabilitation.”

(c) If the work described in the “Ap­
plication for Certified Rehabilitation” 
has not commenced, the appropriate 
State Historic Preservation Officer shall 
review the proposed project as to whether 
or not the project is likely to meet the 
Secretary of the Interior’s “Standards 
for Rehabilitation” and forward the ap­
plication and recommendation to the 
Secretary within 45 days of receipt of 
the application and any additional in­
formation the State Historic Preserva­
tion Officer may request.

(d) Upon request of the application
describing the proposed project and the 
recommendation from the State His­
toric Preservation Officer, the Secretary 
shall determine if the proposed project 
is consistent with the “Standards for Re­
habilitation.” The owner shall be notified 
in writing usually within 45 days whether 
the proposed project, as described in the 
application, is consistent with the
“Standards for Rehabilitation.” If the 
proposed project does not meet the 
“Standards for Rehabilitation,” the
owner shall be advised directly or
through the State Historic Preservation
Officer of necessary revisions to meet 
such standards.

(e) Upon completion of the rehabilita­
tion project, the owner shall submit the 
“Request for Inspection of Certified Re­
habilitation” to the Secretary through 
the State Historic Preservation Officer. 
The completed project shall then be in­
spected by an authorized representative 
of the Secretary to determine that the 
work meets the “Standards for Rehabili­
tation” and, if so, the. Secretary shall 
certify the project, if otherwise qualified, 
as “certified rehabilitation.” Inspections 
will normally be made within 30 days of 
receipt by the State Historic Preserva­
tion Officer of the “Request for Inspec­
tion of Certified Rehabilitation” form. 
Notification as to certification shall be 
in writing and will normally be made 
within 45 days of the inspection.

(f) In the event that the completed 
rehabilitation project does not meet the
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“Standards for Rehabilitation,” an ex­
planatory letter will be sent to the owner. 
An appeal from this decision may be 
made by the owner pursuant to section 
67.8 hereof.
§ 67.7 Standards for rehabilitation.

(a) The following “Standards for Re­
habilitation” shall be used by the Secre­
tary when determining if a rehabilitation 
project qualifies as “certified rehabilita­
tion.”

(1) Every reasonable effort shall be 
made to use a structure for its originally 
intended purpose or to provide a com­
patible use which will require minimum 
alteration to the structure and its envi­
ronment.

(2) Rehabilitation work shall not de­
stroy the distinguishing qualities or 
character of the structure and its envi­
ronment. The removal or alteration of 
any historic material or architectural 
features should be held to a minimum.

(5) Deteriorated architectural features 
shall be repaired rather ihan replaced, 
wherever possible. In the event replace­
ment is necessary, the new material 
should match the material being replaced 
in the composition, design, color, texture, 
and other visual qualities. Repair or re­
placement of missing architectural fea­
tures should be based on accurate dupli­
cations of original features, substanti­
ated by physical or pictorial evidence 
rather than on conjectural designs or the 
availability of different architectural fea­
tures from other buildings.

(4) Distinctive stylistic features or ex­
amples of skilled craftsmanship which 
characterize historic structures and often 
predate the mass production of building 
materials shall be treated with sensitiv­
ity.

(5) Changes which may have taken 
place in the course of time are evidence 
of the history and development of the 
structure and its environment. These 
changes may have acquired significance 
in their own right, and this significance 
shall be recognized and respected.

(6) All structures shall be recognized 
as products of their own time. Alterations 
to create an earlier appearance shall be 
discouraged.

(7) Contemporary design for additions 
to existing structures or landscaping 
shall not be discouraged if such design 
is compatible with the size, scale, color, 
material, and character of the neighbor­
hood, structures, or its environment.

(8) Wherever possible, new additions 
or alterations to structures shall be done 
in such a manner that if they were to be 
removed in the future, the essential form 
and integrity of the original structure 
would be unimpaired.

(b) Guidelines to help property owners 
formulate plans for the rehabilitation, 
preservation, and continued use of his­
toric properties consistent with the in­
tent of the Secretary’s “Standards for 
Rehabilitation,” are available from the 
Technical Preservation Services Division, 
Office of Archeology and Historic Pres­
ervation, National Park Service, Depart­
ment of the Interior, Washington, D.C. 
20240.

§ 67 .8  Appeals.
An appeal may be made from any of 

the certifications or denials of certifica­
tions made pursuant to this part. Such 
appeals must be in writing and received 
by the Chief, Office of Archeology and 
Historic Preservation, National Park 
Service, Department of the Interior, 
Washington, D.C. 20240 within 30 days of 
receipt by the appellant of the decision 
which is the subject of the appeal. The 
Chief, Office of Archeology and Historic 
Preservation, will review such appeals 
and the written record of the decision in 
question and shall advise the appellant of 
his determination on the appeal within 
30 days of its receipt unless the appellant 
is required to submit additional informa­
tion. The decision of the Chief, Office of 
Archeology and Historic Preservation, 
shall be the final administrative decision 
on the matter. Appeals pursuant hereto 
should be mailed to the address noted 
above.

Datec^ February 23, 1977.
Approved:

Ernest A. Connally,
Acting Director, 

National Park Service.
[FR Doc.77-7574 Filed 3-14-77;8:45 am]

ENVIRONMENTAL PROTECTION 
AGENCY 

[ 40 CFR Part 52 ]
[FRL 698-8]

STAGE II VAPOR RECOVERY REGULATIONS 
AND TEST PROCEDURES

Hearing on Reproposal of Amendments
On November 1, 1976, a notice of Pro­

posed Rulemaking was published (41 FR 
48044) that described a proposal to adopt 
regulations pursuant to Section 110(a)
(1) of the Clean Air Act, as amended, 42 
U.S.C. 1957 C-5(a) (1), designed to re­
duce ambient levels of certain automo­
bile related pollutants including hydro­
carbons and photochemical, oxidants. The 
proposed rulemaking addressed the pro­
priety of promulgating regulations for 
the recovery of gasoline vapors from the 
motor vehicle refueling process (Stage 
II Vapor Recovery).

In the notice of proposed riflemaking 
published November 1, 1976, it was an­
nounced that hearings would be held, in 
addition to the hearing therein an­
nounced, in each state in which the rules 
will apply to the extent that there is an 
expressed interest. Such an interest has 
been expressed in the State of California 
and therefore a hearing will be held as 
hereafter announced.

A hearing will be held by the Environ­
mental Protection Agency on April 14, 
1977, beginning at 9:00 a.m. in the Con­
ference Rooms of EPA, Region IX, Sec­
ond Floor, 100 California Street, San 
Francisco, California.

The hearing may be continued from 
time to time, or to a different place, after 
its commencement, to acommodate the 
needs of witnesses or the EPA.

All interested parties are invited to ex­
press their views a t this hearing. Per­
sons wishing to make comments may 
submit same in writing and/or appear 
at the hearing. Written comments should 
be submitted, in triplicate, to:
U.S. Environmental Protection Agency, Attn: 

Hearing Office, HE 134, Region' IX, 100 Cali­
fornia Street, San Francisco, CA 94111.
Oral statements will be received and 

considered, but, for accuracy of the rec­
ord, all important testimony should be 
submitted in writing. Oral statements 
should summarize extensive written ma­
terials so that there will be time for all 
interested persons to be heard. Enough 
copies of written materials should be 
produced so that other interested per­
sons may receive a copy and there will 
not be a necessity1 for written materials 
to be read at length.

Dated: March 8,1977.
R. L. O’Connell, 

Acting Regional Administrator. 
[FR Doc.77-7617 Filed 3-14-77:8:45 am]

FEDERAL COMMUNICATIONS 
COMMISSION 

[ 47 CFR Parts 89 ,91 ,93 ,95  ] 
[Docket No. 21137; FCC 77-168] 

VARIOUS PRIVATE LAND MOBILE RADIO 
SERVICES

Permissibility of Use of Automatic Morse 
Code Identification Equipment

Adopted: March 4, 1977.
Released: March 9,1977.

In the matter of amendment of Parts 
89, 91, 93, and 95 of the Commission’s 
rules and regulations to permit the use 
of automatic Morse Code identification 
equipment, Docket No. 21137; FCC 77- 
168.

1. Over the past several years the 
Commission has received numerous in­
quiries regarding the permissibility of 
tiie use of automatic Morse Code «iden­
tification equipment in the various 
private land mobile radio services, in­
cluding the CB Service. Proponents point 
out that the use of such a device would 
insure that the station identification re­
quirements specified in the rules are 
satisfied, and, particularly in highly 
active communications systems, relieve 
the control operator of the burden of 
either “watching the clock” to make 
sure the required time interval does not 
pass, or else transmitting the station’s 
call sign much more often than is neces­
sary. Automatic Morse Code identifiers 
would also be preferred from the cost- 
advantage standpoint, since, in general, 
their cost is about one fourth of that of- 
an automatic voice identifier. In the CB 
Service, such devices could result in 
station identification by licensees who 
noiy identify infrequently, or not at all.

2. Except for a special provision allow­
ing the use of automatic Morse Code 
identification in trunked systems operat­
ing in the 806-866 MHz band1 the use of

i See § 89.605.
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this technique has been prohibited be­
cause it would require the use of an emis­
sion (A2 or F2) not authorized to li­
censees solely engaged in voice com­
munications 2 and would require the 
supervision of a licensed radiotelegraph 
operator.3 In fact, even in the case of 
non-voice operations involving the use of 
A2 or F2 emission, the rules presently re­
quire that station identification be given 
by voice.4

3. In addition to the restraints imposed 
by the rules, our policy against wide­
spread use of automatic Morse Code 
identification resulted, in part, from 
several uncertainties associated with the 
technical operation of these devices. For 
example, in a number of demonstrations 
of automatic Morse Code identification 
equipment, the identification was trans­
mitted simultaneously with ongoing 
voice communications and was of in­
sufficient amplitude to be readable by 
even the most expert observers. This 
problem could be overcome by our 
requiring that the identification be 
transmitted either independently (inter­
rupting voice communictions) or 
subsequent to voice communications. 
Under these circumstances the modula­
tion level is not critical. We recognize, 
however, that such an approach is not 
satisfactory because of the potential of 
interruption of vital communications. 
Accordingly, we are proposing simulta­
neous transmission of Morse code identi­
fication with voice, provided that the 
level of Morse code modulation is 40 per­
cent,±10 percent, with the. modulating 
tone to be a t the frequency 750 Hz±10 
Hz. We solicit specific comments on the 
feasibility of attaching a filter to the 
receiver which could reduce or eliminate 
the tone.

4. Another issue requiring considera­
tion is the anticipated impact of Morse 
Code identification on licensees un­
familiar with it and, especially in the CB 
Service, their ability to identify co­
channel users causing them interference.. 
It is our belief that while Morse Code 
identification may not be immediately 
decipherable by the untrained, it should 
be possible for such persons either to 
tape the signal or to transcribe the dots 
and dashes into the proper grouping for 
delayed interpretation. Accordingly, we 
propose a Morse Code fixed transmission 
rate of 25 words per minute. We also 
have under consideration the necessity 
for frequent transmission of a station’s 
call sign during a series of brief trans­
missions and the impact this could have 
in a service utilizing congested channels, 
such as the CB Service. We have 
proposed to amend PSrt 95 to relax 
somewhat the present ID interval re­
quirements.

5. It is noted that the Commission 
presently has under consideration Docket 
20351,® which concerns the implementa- 
tion of an Automatic Tranmitter Identi-

2See §§89.105, 91.103, 93.103, 95.59, 95,459, 
and 95.611(d) (2) (1).

3See §§ 89.163(b), 91.154(b), and 93.154(b),
* Sections 89.105(d)(5), 91.103(b)(5), 93.-

Notice of proposed rulemaking released 
February 13, 1975 (FCC 75-145, 40 FR 7678).

fication System (ATIS) for stations in 
the private land mobile radio services. 
While ATIS is regarded as the ideal 
long-term solution to the various station 
identification problems, the implementa­
tion of such a system has raised a num­
ber of complicated questions which are 
still in the process of being resolved. This 
automatic Morse Code proposal is set 
forth as in interim measure affording 
licensees a convenient means of resolv­
ing their station identification problems 
until an acceptable form of ATIS can be 
developed.

6. In view of the above-mentioned 
consideration, we propose to amend Parts 
89, 91, 93, and 95 of the Commission's 
rules to permit the use of automatic 
Morse Code identification equipment in 
the services governed by those parts. 
Authority for the proposed amendments 
is contained in sections 4(i) and 303 of 
the Communications Act of 1934, as 
amended. Pursuant to applicable proce­
dures set forth in § 1.415 of the Com­
mission’s rules, interested parties may 
file comments on or before May 17, 1977 
and reply comments on or before June 16, 
1977. Relevant comments and reply com­
ments will be considered by the Com­
mission before taking final action in this 
proceeding. In reaching its decision, the 
Commission may also take into account 
other relevant information before it, in 
addition to the specific comments invited 
by this notice.

7. In accordance with the provisions 
of § 1.419 of the Commission’s rules, an 
original and five copies of all statements, 
briefs, or comments shall be furnished 
the Commission. Responses will be avail­
able for public inspection during regular 
business hours in the Commission’s Pub­
lic Reference Room at its headquarters 
in Washington, D.C.

F ederal Communications 
Commission,

Vincent J. Mullins,
Secretary.

A. Part 89 of the Commission’s rules 
is proposed to be amended as follows: 
(Parts 91 and 93 would be similarly 
amended).

1. In § 89.105, Paragraphs (d) and
(d) (5) are amended to read as follows:
§ 89.105 Types o f  emission.

* * * * *
(d) Except for automatic station iden­

tification, tone paging, telemetry, radio­
teleprinter, radiofacsimile, arid auto­
matic vehicle location systems, and 
except as otherwise provided in this part, 
the use of A2, A9, F2, or F9 emission 
(audio frequency tone shift or phase 
shift) by stations in these services may 
be authorized only in accordance with 
the following limitations and require­
ments:
t * * • * * *

(5) Required station identification for 
non-voice operations must be made by 
either F2, F3, A2, or A3 emission and 
may be given by the base station for 
a base-mobile system.

2. A new paragraph (i) is added to 
§ 89.153:

§ 89.153 Station identification.
* * * * *

(i) Automatical activated equipment 
may be used to transmit station identi­
fication in international Morse code: 
Providing, That the modulating tone is 
750 Hz±10 Hz, and that the level of 
modulation of the identification signal 
is maintained a t 40 percent±10 percent.

B. Part 95 of the Commission’s rules is 
proposed to be amended, as follows:

1. In § 95.59, paragraph (a) is 
amended to read, as follows:
§ 95 .59  Emission types authorized.

(a) Transmitters used at stations in 
this service will normally be authorized 
to transmit radiotelephony only. Radio­
telephony includes the use of A2 or F2 
emissions for the purpose of transmitting 
station identification in international 
Morse code.

* * * * *
2. In § 95.71, paragraph (e) is deleted, 

and paragraphs (a), (b), (c) and (d) 
are amended to read as follows:
§ 95.71 Station identification.

(a) Except as provided in paragraph
(c) of this section, all communications 
shall be identified by the call sign of the 
transmitting station during each series 
of transmissions but at least a t intervals 
not to exceed 15 minutes during a con­
tinuous exchange of communications.

(b) Except as provided in paragraph
(d) of this section, the call sign shall be 
clearly transmitted in the English lan­
guage. A phonetic alphabet may be used 
as an aid for identification. A unit des­
ignator or special identifier may be 
used in addition to, but not instead of, 
the station call sign.

(c) A station need not identify its 
transmissions if:

(1) The station automatically retrans­
mits another station which identifies 
properly; or

(2) The station is not being used for 
telephony emissions.

(d) In lieu of the station identifica­
tion required by paragraph (b) of this 
section, automatically activated equip­
ment may be used to transmit station 
identification in international Morse 
code, if:

(1) The modulating tone is 750 Hz±10 
Hz and the level of modulation of the 
identification signal is maintained a t 40 
percent±10 percent; and

(2) The code speed is maintained at 
25 words per minute.

3. In § 95.459, paragraph (b) is 
amended to read, as follows:
§ 95.459 Telephony only.

* * * * *
(b) Tone signals or signalling devices 

shall not be used, except for stations 
identification purposes or for functions 
such as tone operated squelch or selec­
tive calling circuits used primarily to 
establish or maintain voice contact. 
Signals shall not be used solely to attract 
attention or to control remote objects or 
devices.

•  *  *  *  *
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4. In § 95.471, paragraphs (a), (b) and
(c) are amended to read as follows:
§ 95.471 Station identification.

(a) All communications must be iden­
tified by the station call sign during each 
series of transmissions, but at least at 
intervals not to exceed 10 minutes.

(b) Except as provided in paragraph
(c) of this section, the CB station call 
sign must be clearly given in the English 
language. A phonetic alphabet may be 
used as an aid for identification. A 
“Handle,” unit designator, or special 
identifier may be used in addition to, but 
not instead of, the station call sign.

(c) In lieu of the station identification 
required by paragraph (b) of this section, 
automatically activated equipment may 
be used to transmit station station iden­
tification in international Morse code, 
if:

(1) The modulating tone is 750 Hz±10 
Hz and the level of modulation of the 
identification signal is maintained at 40 
percent ±10 percent; and

(2) The code speed is maintained at 
25 words per minute.

5. In §95.513, a new paragarph (c) is 
added, as follows:
§ 95.513 Modification o f transmitters.

* * * * *
(c) Notwithstanding paragraphs (a) 

and (b) of this section, automatically 
activated equipment used only to trans­
mit station identification in interna­
tional Morse code may be connected or 
attached to a transmitter if:

(1) All attachments or connections 
are made by or under the immediate 
supervision and responsibility of a per­
son holding a first or second class com­
mercial radio telephony or telegraphy 
license; and

(2) The automatically activated 
equipment does not affect the proper 
operation of the transmitter to which 
it is attached or connected; and

(3) The code speed of the automatic 
equipment is maintained at 25 words per 
minute; and

(4) The modulating tone is 750 Hz± 
10 Hz and the level of modulation of 
the identification signal is maintained 
a t 40 percent±10 percent.

6. In § 95.611, paragraph (d) (2) (i) is 
amended to read, as follows:
§ 95.611 Availability o f frequencies.

* * * * *
(d) * * *
( 2 ) * * *
(i) The frequencies listed above are 

available for use with radiotelephony 
(voice) transmissions only. Radiotele­
phony include the use of A2 or F2 emis­
sions for the purpose of transmitting 
station identification in international 
Morse code.

* * * * - , *
7. In § 95.645, a new paragraph (d)

(12) is added, as follows:

PROPOSED RULES

§ 95 .645  Additional requirements for 
type acceptance.
*  *  *  *  *

(d) * * *
(12) Automatically activated equip­

ment used only to transmit station iden­
tification in international Morse code 
if:

(i) H ie modulating tone is 750 Hz±10 
Hz' and the level of modulation of the 
identification signal is maintained at 
40 percent±10 percent; and

(ii) The code speed is maintained at 
25 words per minute.

[FR Doc.77-7599 Filed 3-14-77;8:45 am]

DEPARTMENT OF AGRICULTURE
Animal and Plant Health Inspection 

Service
[ 9 CFR Parts 1 and 2 ]

ANIMAL WELFARE 
Notice of Proposed Rulemaking

• Purpose: The purpose of this docu­
ment is to propose new and revised reg­
ulations under the Animal Welfare Act 
with respect to health certification,
C.O.D. transactions, minimum age, rec­
ordkeeping, annual reports required of 
research facilities and certain other gov­
ernmental instrumentalities and other 
requirements for certain animals, to con­
form to the Animal Welfare Act Amend­
ments of 1976 (Pub. L-94-279) enacted 
on April 22, 1976. •

Notice is hereby given in accordance 
with the administrative provisions in 5 
U.S.C. 553, that, pursuant to the provi­
sions of the Animal Welfare Act (7 U.S.C. 
2131 et seq.), as amended by the Animal 
Welfare Act Amendments of 1976 (Public 
Law 94-279), the Animal and Plant 
Health Inspection Service is proposing 
to amend Parts 1 and 2 of Subchapter A, 
Chapter 1, Title 9, Code of Federal Reg­
ulations, to (1) require persons required 
to  be licensed or registered under the Act 
and Federal, State and local govern­
mental agencies or instrumentalities to 
provide a health certificate by a licensed 
veterinarian for live dogs, cats, or non­
human primates presented to any carrier 
or intermediate handler for transporta­
tion in commerce, (2) require a minimum 
age of eight (8) weeks be established for 
dogs and cats presented by any person to 
any carrier or intermediate handler for 
transportation, in commerce, except to 
registered research facilities, (3) require 
all C.O.D. type arrangements for ship­
ping animals in commerce by any inter­
mediate handler or carrier to be pro­
hibited unless, the consignor guarantees 
in writing, payment of all transportation 
costs, including any return transporta­
tion and any other incidental or out-of- 
pocket expense for any animal shipped 
in commerce by any intermediate handr 
ler or carrier, (4) change recordkeeping 
requirements for dealers, exhibitors, re­
search facilities, and operators of auction 
sales to allow the flexibility of using their 
systems of recordkeeping, (5) to change

i
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and clarify the annual reporting require­
ments for research facilities and certain 
governmental instrumentalities and the 
responsibilities of the institutional com­
mittee and attending veterinarian, (6) 
amend definitions in the regulations to 
conform with the Animal Welfare Act 
Amendments of 1976, (7) add certain 
new definitions, and (8) rearrange the 
definitions in an appropriate order of as­
sociated subjects.

Statement of considerations. The An­
imal Welfare Act Amendments of 1976, 
enacted on April 22, 1976, extensively 
amended the Act of August 24,1966 (Pub.
L. 89-544), as amended by the Animal 
Welfare Act of 1970 (Pub. L. 9-579) (7 
U.S.C. 2131 et seq.). Provisions of the 
recent legislation require that certain 
regulations promulgated under the pre­
vious. Acts be amended and new regula­
tions adopted, concerning, among other 
things, health certification, minimum 
age requirements, and C.O.D. require­
ments.

On May 14,1976, the Department pub­
lished in the Federal R egister (41 FR 
19994) a notice of public meetings to be 
held to obtain views, comments, argu­
ments, and other input from the public 
in order to propose reasonable and effec­
tive regulations relating to health cer­
tification, minimum age requirements, 
and C.O.D. provisions. These meetings 
were held in College Park, Maryland, on 
May 25, 26, 27, 1976, and were attended 
by representatives of animal welfare or­
ganization, gamecock breeder organiza­
tions, the pet industry, the transporta­
tion industry, other Federal departments 
and agencies, arid by interested members 
of the general public.

Comments voiced at the public meet­
ings indicated that for the present time 
health certification requirements should 
be made applicable to dogs, cats, and 
nonhuman primates delivered by any 
dealer, research facility, exhibitor, or 
operator of an auction sale, or Federal 
or State governmental agency or instru­
mentality, to any intermediate handler 
or carrier for shipment in commerce, and 
that USDA should provide a form for 
such certification by a licensed veterina­
rian. The participants indicated that a 
minimum requirement of eight weeks 
of age for dogs and cats should be estab­
lished provided such animals have been 
weaned for a sufficient period of time 
to take solid food and water on their own. 
Discussions involving C.O.D. require­
ments indicated a need by the parties at­
tending the meetings for a better un­
derstanding of the law rather than 
providing input into the proposed- rule- 
making.

The proposal would provide for a 
health certification, as required by the 
Act, as amended, for certain live dogs, 
cats, and nonhuman primates which are 
delivered to an intermediate handler or 
carrier for transportation in commerce, 
by any dealer, research facility, exhibi­
tor, operator of an auction sale, or any 
department, agency, or instrumentality

15, 1977
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of the United States or of any State or 
local government. A form is proposed 
which may be used for such health cer­
tification, as well as for identification of 
pnimals and recordkeeping by persons 
subject to the Act. Such certification 
would be made by a doctor of veterinary 
medicine licensed to practice veterinary 
medicine in any State of the United 
States or the Commonwealth of Puerto 
Rico, within 10 days prior to delivery of 
such live dog, cat, or nonhuman primate 
to the intermediate handler or carrier.

The Department proposes that any live 
dog or cat delivered by any person (in­
cluding private owners) to any carrier or 
intermediate handler for transportation 
in commerce shall be at least eight weeks 
of age and have been weaned for a period 
of at least five days. Certain exceptions 
are proposed for specified animals which 
are shipped to research facilities for both 
the health certification and minimum 
age requirements. The authority for 
these exceptions are provided by the Act, 
as amended.

As required by the Act, as amended, 
the Department proposes that no C.O.D. 
type arrangement will be used in the 
transportation of animals by interme­
diate handlers or carriers in commerce 
unless the consignor guarantees in writ­
ing the payment of all transportation 
costs, including any return transporta 
tion, and any other incidental or out-of- 
pocket expenses involved for the care, 
feeding and storage or housing of the 
animal if the consignee fails to accept 
delivery of the shipment within 48 hours 
of notification.

Under the proposed regulations, the 
intermediate handler or carrier must re­
turn to the consignor, or to his designee, 
any C.O.D. animal shipment not claimed 
within 48 hours after notice to the con­
signee of the animal’s arrival a t destina­
tion. In ' order to eliminate possible 
lengthy storage of such animals upon 
arrival at destination, it is believed nec­
essary that definite periods of time for 
notification of consignees by carriers 
and intermediate handlers should be es­
tablished. A maximum period of 24 
hours is proposed for consignee notifica­
tion. This would make a maximum pe­
riod of 72 hours an animal would have 
to wait for pickup by the consignee or be 
returned to the consignor. It is also pro­
posed that the intermediate handler or 
carrier at destination be required to a t­
tempt to notify the consignee of C.O.D. 
shipments at least every 6 hours after 
their arrival at destination for a maxi­
mum period of 24 hours. Thereafter, if 
the consignee cannot be located, the ani­
mal or animals involved would be re­
quired to be returned to the consignor 
or such other person designated by the 
consignor. These proposed regulations 

~ would not prohibit any carrier or inter­
mediate handler from requiring any ad­
ditional guarantee for1 the payment of 
the cost of transportation, incidental or 
out-of-pocket expenses connected with 
such shipments.

Pursuant to the Act, as amended, the 
Department proposed recordkeeping re­
quirements for carriers and intermediate

handlers relating to health certifications 
and C.O.D. shipments in which they are 
involved. Present regulations require a  
two year recordkeeping period for deal­
ers, exhibitors, operators of auction sales 
and research facilities. Documentation 
of alleged violation cases involving per­
sons subject to the Act very often re­
quires inspection of records which were 
made over a year previous. Therefore, 
the same two year recordkeeping period 
is proposed for carriers and intermediate 
handlers as is required for other persons 
subject to the Act.

Since the amendments to the Act have 
deleted the requirement that records be 
maintained on forms supplied by the 
Secretary, it is proposed that records for 
dealers, exhibitors, research facilities, 
and operators of auction sales be kept by 
one of three alternative methods: The 
first would be to utilize records created 
and used by such dealer, exhibitor, re­
search facility, or operator of an auction 
sale unless disapproved by the Veteri­
narian in Chicago for not containing the 
information required by the regulations; 
the second would allow any such person 
who handles dogs and cats to continue 
using current forms which are supplied 
by the Secretary; and the third would 
provide for the use of a new form which 
is also being developed for health cer­
tification purposes.

The proposed amendments to the reg­
ulations cite specific information, simi­
lar to that required on VS Forms 18-5 
and 18-6, revised, for dogs and cats and 
similar to that required on VS Forms 18- 
19 and 18-20, for animals other than 
dogs and eats, to be maintained by deal­
ers, exhibitors, research facilities, and 
operators of auction sales. Such persons 
would be authorized to keep such infor­
mation on their own forms and utilize 
their own recordkeeping system. Such 
methods of recordkeeping and forms 
would be required to contain the req­
uisite information in a manner easily 
understood and not in any code such as 
a computer might use.

This proposed form of recordkeeping, 
(1) eliminates costly duplication of in­
formation and records. (2) provides the 
pertinent information necessary to trace 
stolen animals, and (3) satisfies the re­
quirements of breed registries for trans­
fer of ownership of dogs and cats with­
out the use of additional forms.

There has been some misunderstand­
ing concerning the circumstances under 
which records must be kept for fl.nimg.iR 
as provided in the regulations (9 CFR 
2.75-2.79). The regulations specifically 
require certain records to be kept with 
respect to each animal “purchased or 
otherwise acquired, held, transported, or 
sold, or otherwise disposed of” by a 
dealer, exhibitor, research facility, or 
operator of an auction sale. The Animal 
and Plant Health Inspection Service has 
interpreted these provisions as requiring 
such persons to identify in their records 
all animals in their possession or under 
their control. Otherwise, there is no way 
to  be sure that persons subject to the Act 
are complying with the identification and 
recordkeeping requirements of the Act.

Therefore, in order to clarify this matter, 
it is proposed that the regulations be 
amended to specify that records must be 
kept by all dealers, exhibitors, research 
facilities, and operators of auction sales 
with respect to animals covered by the 
Act which are purchased, acquired, 
owned, held, or otherwise in their posses­
sion or under their control, including any 
offspring bom of such animals while in 
their possession or under their control, 
transported, or sold, or otherwise dis­
posed of by such persons.

The proposed amendments to the regu­
lations would change the definition of 
the terms “commerce”, “State”, “dealer”, 
“animal”, “Act”, and “registrant”, and 
the definition of “affecting commerce” 
would be deleted and the term “in com­
merce” substituted throughout the regu­
lations, to conform to the recent amend­
ments to the Act. The proposed amend­
ments to the regulations would also add 
new defintions for the terms “licensed 
veterinarian”, “intermediate handler”, 
“carrier”, “attending veterinarian”, and 
“weaned”. It is also proposed that Part 1 
of the regulations (9 CFR 1.1 et. seq.) be 
revised to rearrange the definitions in an 
appropriate order of associated subjects 
and to make certain other technical, 
nonsubstantive changes.

Prior to the recent amendments, the 
Act required any department, agency, or 
instrumentality of the United States 
having laboratory animal facilities to 
comply with the standards promulgated 
by the Secretary for research facilities, 
but did not require such department, 
agency, or instrumentality of the United 
States to submit an annual report show­
ing that it follows professionally accept­
able standards governing care, treatment 
and use of animals. The recent amend­
ments to the Act require the submission 
of an annual report by such departments, 
agencies, or instrumentalities of the 
United States, and the regulations would 
be amended to require such reports.

The Animal and Plant Health Inspec­
tion Service proposes to add the term 
“testing” to the phrase “animals used in 
research or experimentation” in pro­
posed '§ 2.28 of the regulations con­
cerning what animals used by a research 
facility must be reported on its annual 
report. This proposal is intended to 
clarify the ambiguity created - by using 
only the terms “research” and “experi­
mentation” in present § 2.28 of the regu­
lations (9 CFR 2.28) and the terms “re­
search”, “testing”, and “experimenta­
tion” in other sections of the regulations. 
The addition of the term “testing” in 
proposed § 2.28 of the regulations would 
not change the meaning of that regula­
tion since an “experiment” includes a 
“test”.

Since many registered research facil­
ities are, in fact, either University sys­
tems composed of several colleges located 
throughout a State or commercial com­
panies with many research sites often lo­
cated in several States, as are many de­
partments, agencies, or instrumentalities 
of the United States, designation of the 
facility required to submit an annual re­
port is changed in the proposed regula-
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tion. It is proposed that each segment 
of a research facility or department, 
agency, or instrumentality of the United 
States using or intending to use live ani­
mals in research, testing, or experi­
mentation under the control of an a t­
tending veterinarian or institutional 
committee be required to submit an an­
nual report. The proposed required cer­
tification of the annual report by such 
attending veterinarian or institutional 
committee- for the reporting facility, 
would thus be based on personal knowl­
edge of the research, testing, or experi­
mentation performed at the individual 
facility. This would appear to be an im­
provement over the present regulations 
which provide for certification by an a t­
tending veterinarian or institutional 
committee representing many facilities 
about which there may be neither per­
sonal knowledge nor personal attend­
ance by such committee or veterinarian.

Present § 2.28 of the regulations (9 
CFR 2.28) requires a research facility 
to state on its annual report the name 
and approximate numbers of animals 
used in research and the number of ex­
periments conducted involving necessary 
pain or distress to the subject animals 
without the use of pain-relieving drugs. 
It has been the practice of research fa­
cilities in their annual reports to list the 
number of animals used in experiments 
without pain or distress, the number of 
animals used in experiments involving 
pain or distress for which pain-relieving 
drugs were used and the number of ani­
mals used in experiments involving pain 
or distress for which pain-relieving drugs 
were not used. Proposed § 2.28 of the 
regulations would reflect this practice, 
in accordance with the form used for 
such annual reports. Such information 
as required by proposed § 2.28 would also 
provide meaningful information con­
cerning research involving animals to 
be included in the Annual Report to 
Congress required under the Act.

The Department proposes to change 
the time period covered by the annual 
report of research facilities to that of 
the Federal fiscal year of October 1, 
through the following September 30. 
This change would accommodate the 
Federal Departments, agencies, and in­
strumentalities whose financial and 
operational records are aligned with this 
particular 12 month period. Since the 
annual report is an indication of the 
kind and number of animals used and 
the type of research occurring in a 12 
month period, changing the reporting 
period for the present registered research 
facilities would not create undue hard­
ship in reporting.

In response to complaints of insuffi­
cient time to collect data, prepare the 
annual report, and obtain appropriate 
signatures by research facilities, the De­
partment proposes a new submission 
date for annual reports of December 1, 
which would allow research facilities and 
Federal Departments, agencies, and in­
strumentalities two months to prepare 
and submit the annual report of research 
facilities for the previous Federal fiscal 
year. This proposal extends the period
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for preparation and submission of the 
annual report by 30 days. The proposed 
submission date of December 1, will also 
allow this Department sufficient time for 
compilation of data, preparation, admin­
istrative clearance, printing, and sub­
mission of its annual report to Congress 
during March of each year, as required 
by law.
E conomic I mpact Summary Statement

1. Proposed action: Proposed rulemak­
ing to amend the Animal Welfare reg­
ulations relative to a health certificate, 
minimum age requirements, and C.O.D. 
requirements for certain warmblooded 
animals transported in commerce; the 
annual reporting of research by regis­
tered research facilities and government 
agencies.

2. Duration: This is a Notice of Pro­
posed Rulemaking with not less than a 
30-day public comment period. The final 
rulemaking will not become effective un­
til actual publication in the F ederal 
R egister.

3. Authority: The Animal Welfare Act 
<7 U.S.C. 2131 et seq.).

4. Agency: Animal and Plant Health 
Inspection Service, Veterinary Service, 
USDA.

5. Contact: Dr. D. F. Schwindaman, 
(301) 436-8271.

6. Date: February 11,1977.
7. Impact Analysis Summary:
a. Cost impact effects: This proposed 

rulemaking is not considered to be infla­
tionary according to the criteria estab­
lished by the Department relative to the 
preparation of an Economic Impact 
Statement under Executive Order 11821 
and OMB Circular A-107. The proposed 
amendments to the Animal Welfare reg­
ulations deal with four areas as discussed 
in detail in Attachment A. Price-quan­
tity effects are summarized from each 
appropriate attachment as follows:

(1) Veterinary health certification 
(Attachment B)—The cost impact on 
USDA licensees and registrants, govern­
mental agencies, and carriers and inter­
mediate handlers is estimated to total 
$3,135,000.

(2) Minimum age requirements (At- 
tachment C)—Since major producers of 
dogs and cats have already established 
the 8 week minimum age within their 
industry, the cost impact of the proposal 
is believed negligible,

(3) C.O.D. requirements (Attachment 
D) —It is estimated that there will be no 
additional costs created by the guaran­
teed C.O.D. arrangement for animals 
shipped in commerce. The guaranteed 
C.O.D. arrangement will affect the con­
signor of animals only in cases where 
shipment is not accepted by the con­
signee.

(4) Submission of an Annual Report 
for certain animals used in research (At­
tachment E)—Cost impact is directed to 
Federal agencies which are required by 
law to submit an annual report show­
ing compliance with acceptable standards 
for care, treatment, and use of animals. 
Estimated additional manpower (5,000 
man-hours or 2.4 man-years) and monies 
($20,000), annually, will be required of 
Federal agencies.

Projected costs and manpower needs 
required by Veterinary Services to im­
plement the veterinary health certifica­
tion, minimum age requirements, C.O.D. 
requirements and annual reporting of 
Federal agencies for FY 1977 would total 
$520,000 and 18.6 man-years.

b. Effect on productivity: No known 
effect on the productivity of wage-earn­
ers, businesses, or government.

c. Effect on competition: Veterinary 
health certification, C.O.D., and mini­
mum age requirements are applicable 
only to transportation in commerce by 
carriers and intermediate handlers. Since 
the proposals affect all carriers and in­
termediate handlers, there is no limita­
tion, concentration, or other unfair re­
striction placed on competition. Those 
individuals transporting warmblooded 
animals covered by the Act in personally 
owned vehicles are not subject to these 
requirements.

d. Supply of important materials: No 
known effect on materials or products. 
Services performed by carriers or inter­
mediate handlers should not be affected 
by the proposed rulemaking.

e. Effect on employment: Certain re­
quirements of the proposed rulemaking 
will require the employment of addi- > 
tional personnel by the carriers and in­
termediate handlers. Additional employ­
ees may be needed by some Federal 
agencies to meet the requirement of the 
annual report of research. None of the 
proposals will be cause for significant 
changes in employment.

f. Effect on energy supply—demand: 
No known significant requirements for 
energy to meet the proposed regulations.

g. Benefits: The estimated total addi­
tional costs of $3,675,000 for this pro­
posed rulemaking is offset by expected 
measurable benefits and intangible 
benefits. ,

The proposed requirement for veteri­
nary health certification will result in 
lowered morbidity and mortality rates 
among puppies and kittens shipped in 
commerce. Many instances have been re­
ported by humane organization person­
nel at airports whereby puppies and kit­
tens were in poor general health and 
often sick when offered for transporta­
tion. A reduction in infectious diseases 
spread from animal to animal and from 
animal to man should result when ani­
mals infected with infectious diseases 
are not shipped with other healthy ani­
mals.

The guaranteed C.O.D. arrangement 
should effectively end the situation in 
which an animal is not accepted by 
the consignee and is left on a terminal 
dock without care or destination.

A required minimum age for puppies 
and kittens offered for transportation 
in commerce will prevent the very young 
and often unweaned animal from being 
subjected to the stress and physical 
trauma of such long trips.

These proposals are only a part of the 
1976 Amendments to the Animal Wel­
fare Act which will establish standards 
designed to assure the safe transporta­
tion and humane treatment of animals 
shipped in commerce. The effect will be
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a n  in c re a se d  su p p o rt  fo r  h u m a n e  c a r e  
of a n im a ls  a n d  a  s u b s ta n t ia l m o n e ta ry  
sav in g  to  A m e r ic a n  c o n su m e r th ro u g h  
reduced co st fo r  p et re p la ce m e n t.
an  a n a l y s i s  o p  t h e  e c o n o m i c  i m p a c t  o f

a m e n d m e n t s  t o  a n i m a l  w e l f a r e  r e g u l a ­
t i o n s

This statement is an examination of the 
economic impact of a proposed rulemaking 
amending the Animal Welfare regulations as 
mandated by certain provisions of the Ani­
mal Welfare Act Amendments of 1976 (Pub­
lic Law 94-279).

With the passage of the Laboratory Ani­
mal Welfare Act of 1966 (Public Law 89-544), 
as amended by the Animal Welfare Act of 
1970 (Public Law 91-579), Congress provided 
Federal statutory authority to ensure the 
humane treatment of animals. However, the 
1966 Act and the 1970 amendments did not 
give the Secretary of Agriculture similar au­
thority to regulate the treatment of animals 
shipped in commerce by commercial carriers 
and intermediate handlers. In recent years, 
as the number of animals shipped has in­
creased, the number of deaths and injuries 
to such animals has increased as well. In 
response to this situation, Congress initiated 
legislation which resulted in the enactment 
of the Animal Welfare Act Amendments of 
1976 (Public Law 94-279) on April 22, 1976.

The 1976 amendments bring carriers and 
intermediate handlers within the class of 
persons regulated under the statute and re­
quire them to adhere to humane standards 
promulgated by the Secretary with respect 
to the transportation affecting commerce of 
all animals protected by the Act. Provisions 
of the amendments prohibit delivery to an 
intermediate handler or carrier for trans­
portation in commerce of any dog, cat or 
other animal designated by the Secretary 
without a licensed veterinarian’s certificate. 
C.O.D. shipment of animals is prohibited un­
less the consignor guarantees the payment 
of round-trip transportation charges and 
expenses incurred in their care. Acceptance 
of any dog, cat, or animal designated by the 
Secretary at an age less than that prescribed 
by the Secretary for transportation in com­
merce by an intermediate handler or carrier 
is prohibited. Also included was a provision 
requiring that Federal agencies report at 
least annually to the Secretary that profes­
sionally acceptable standards governing the 
care, treatment, and use of animals are being 
followed.

For easier presentation, the health cer­
tificate, minimum age requirement, C.O.D. 
requirement, and changes in the annual 
reporting of research by registered research 
facilities and government agencies are dis­
cussed separately (Attachments B, C, D, 
and E, respectively).

A t t a c h m e n t  B
VETERINARY H E A LTH  CERTIFICATION

The 1976 Amendments direct the Secretary 
of Agriculture to require that prior to ship­
ment in comerce, dogs, cats, and any other 
designated animals be examined by a licensed 
veterinarian to ensure that they are free of 
infectious disease or physical abnormalities. 
The animal is then to be accompanied by a 
certificate issued by the examining veteri­
narian who certifies that he Inspected the 
animal on a specified date which shall not be 
more than ten days before delivery to a carrier 
or intermediate handler. A form is proposed 
Which may be used for such health certifica- 
ticm, as well as for Identification of animals 
Act recordkeeping by Persons subject to the

COM PLIANCE COSTS

Proposed amendments to Parts 1 and 2 of 
rme 9. CFR, would require USDA licensees

and registrants (dealers, research facilities, 
exhibitors, and operators of an auction sale), 
and any department, agency, or instrumen­
tality Of the United States or any State or 
local governments to provide a health cer­
tificate for live dogs, cats and nonhuman 
primates presented to a carrier or an inter­
mediate handler for transportation in com­
merce. Other persons are not required by law 
to obtain a health certificate for privately 
owned dogs, cats or nonhuman primates 
transported in commerce by carriers or inter­
mediate handlers.

Information obtained from Veterinary 
Services’ computerized central records which 
are based on a required annual report sub­
mitted by USDA licensees would appear to be 
a reliable indication of animals .transported 
in commerce. All USDA licensees must report 
the kind and number of animals handled 
in a twelve month period as a requirement 
of the Act and-regulations (9 CFR, Part 2) 
for renewal of their license. A total of 299,176 
dogs, 92,473 cats, and 17,151 nonhuman pri­
mates were shipped commercially in calendar 
year 1976; therfore, indicating a grand total 
of almost 409,000 of these particular animals 
transported by carriers and intermediate 
handlers.

A survey which included USDA, Extension 
Service veterinarians, State regulatory vet­
erinarians, veterinary science professors, and 
veterinary association presidents was used to 
determine the average cost of veterinary 
health certification. Veterinary health certi­
fication includes examination of an animal 
and completion of a health certificate by a 
licensed veterinarian. Average cost of an 
individual veterinary health certificate was 
determined to be $8.00 #($6.00 minimum to a 
$11.00 maximum) in Eastern USA and $5.00 
($3.00 miniumum to ah $8.00 maximum) in 
the “Midwest” of this country. The survey 
indicated that some veterinarians located 
in Kansas charged as little as $1.25 per dog 
and cat when at least 30 such animals were 
examined and certification completed during 
one office or field call. It should be noted 
that the midwestern region is the largest 
supplier of puppies and kittens for retail 
sales.

Cost of veterinary health certification to 
USDA licensees and registrants is calculated 
to be $2,660,000 ($6.50 average cost of health 
certification X 409,000 dogs, cats, and non­
human primates transported in commerce), 
annually. It is projected that this expense will 
be passed along to the consumer in the form 
of a commensurate price increase for dogs, 
cats, and nonhuman primates supplied to  
retailers of pet anipiais.

Costs to the carriers and intermediate han­
dlers for the veterinary health certification 
requirements is projected in the additional 
expense of employee time required to answer 
inquiries and process the accepted delivery 
of dogs, cats, and nonhuman primates from 
USDA licensees and registrants for transpor­
tation in commerce. Based on Department 
records for 1976, there is an estimated 409,000 
shipments, annually, of dogs, cats, and non­
human primates in commerce. Processing an 
individual animal shipment requires a max­
imum of five minutes (labor costs=$13.95 per 
hour average hourly wage rate—air carriers) 
creates a projected annual cost of approxi­
mately $475,000 to the carriers and inter­
mediate handlers. Information regarding the 
“average hourly wage rate, all inclusive USA” 
for carriers was provided by the Air Transpor­
tation of America.

Additional costs to the carriers and in­
termediate handlers created by the required 
storage of the records, i.e., health certificate 
filed with transportation way bills is expected 
to be negligible.

Calculation of the cost impcat of the pro­
posed rulemaking relating to veterinary 
health certification is based on those esti­

mated costs which will be over and above 
the normal operating costs now being in­
curred by the affected industries. The cost 
Impact of veterinary health certification is 
estimated to total $3,135,000.

A t t a c h m e n t  C

M IN IM U M  AGE RE Q U IR E M E N TS

Proposed changes to Parts 1 and 2 (9 CFR) 
would require that a minimum age of 8 weeks 
be established for dogs and cats presented 
by any person (including private owners) 
to a carrier or intermediate handler. The De­
partment also proposes that such dogs and 
cats be weaned for a period of at least five 
days. Certain exceptions are proposed for 
specified animals which are shipped to re­
search facilities and are less than 8 weeks 
of age. The exception is provided for in the 
Act, as amended.

CO M PLIA N C E COSTS

Scientific information indicates that the 8 
week old puppy or kitten which is weaned 
is able to tolerate the rigor of commercial 
transportation. Information obtained from 
producers of puppies and kittens indicates 
that the 8 week old puppy or kitten can be 
and is presently being produced at a reason­
able cost to the consumer. It is therefore 
projected that the proposed requirement of 
an 8 week minimum age for dogs and cats 
will not create additional costs to the pro­
ducer.

Alternatives considered for a minimum 
-age limit on shipping dogs and cats in com­
merce included setting the minimum age 
limit at 6 weeks. The lower minimum age 
offers the producer the opportunity to ship 
younger animals at lower production costs. 
Information from producers indicates that 
production costs for puppies and kittens is 
$.50 per day for each animal. However, in­
creased morbidity and mortality occurs when 
such puppies and kittens (approximately 
390,000 puppies and kittens shipped in 
commerce in 1976 according to USDA Animal 
Care computerized records) are shipped in 
commerce. These losses would offset a sub­
stantial portion of the reduction in produc­
tion costs.

An additional alternative considered 
setting the minimum age at 10 weeks for 
shipping dogs and cats. The American Dog 
Owners Association and several humane 
organizations have provided information 
which shows that minimum mortality and 
morbidity occurs when older puppies and 
kittens are shipped in commerce. However, 
puppies and kittens which are 10 weeks old 
or older have lost their consumer appeal re­
sulting in. reduced sales, and increased 
production costs to the producer. An added 
production cost of $7.00 per puppy and kitten 
is estimated. A total increased cost of $2,730,- 
000 ($7.00X390,000) annually would be
created and passed along to the purchaser of 
puppies and kittens.

The cost impact of the proposed 8 week 
minimum age requirements for shipping 
puppies and kittens is believed negligible. 
Major producers of such animals have al­
ready established the 8 week minimum age 
within their industry.

A t t a c h m e n t  D
C.O.D. R E Q U IR E M E N TS

As required by the Act, as amended, the 
Department proposes that no C.CXD. type 
arrangement will be used in the transporta­
tion of animals by intermediate handlers or 
carriers in commerce unless the consignor 
guarantees in writing the payment of all 
transportation costs, Including any return 
transportation, and any other incidental or
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out-of-pocket expenses involved for,the care, 
feeding, and storage or housing of the animal 
if the consignee fails to accept delivery of 
the shipment within 48 hours of notification.

CO M PLIANCE COSTS

There will he no additional costs to the 
present established C.O.D. arrangement un­
less the consignee fails to claim the animal 
at destination. However, there is no way to 
estimate the cost of return transportation 
and other incidental expenses to the individ­
ual consignor should the animal shipment 
not be claimed. Such additional costs will 
be dependent upon the distance to be trans­
ported and number of animals involved in 
the return trip.

It is estimated that there will be no ad­
ditional costs to the carrier and intermediate 
handlers to process the “guaranteed C.O.D.” 
arrangement since the guarantee statement 
signed by the consignor will be incorporated 
in the way bill or transportation document.

The cost impact of the mandated guaran­
teed C.O.D. arrangement for animals shipped 
in commerce is believed to be negligible in 
that it affects the consignor of animals only 
in cases where shipment is not accepted by 
consignee.

A t t a c h m e n t  E
S U B M IS S IO N  O P AN A N NU AL REPORT FOR CERTAIN 

A N IM A LS USED I N  RESEARCH

Prior to the recent amendments, the Act 
required any department, agency, or instru­
mentality of the United States having lab­
oratory animal facilities, to comply with the 
standards promulgated by the Secretary for 
research facilities, but did not require such 
department, agency, or instrumentality of 
the United States to submit an annual re­
port showing it follows professionally accept­
able standards governing care, treatment, 
and use of animals. The recent amendments 
to the Act require the submission of an 
annual report by Federal agencies and the 
regulations would be amended to require 
such reports.

The Department proposes to change the 
time period covered by the annual report of 
research facilities to that of the Federal fiscal 
year of October 1, through the following 
September 30. This change accommodates 
the Federal agencies; allows the present reg­
istered research facilities additional time to 
prepare and submit the annual report; and 
allows the Department sufficient time for 
compilation of data, preparation, administra­
tive clearance, printing, and submission of 
its annual report to Congress during March 
of each year.

CO M PLIANCE COSTS

There is no additional costs to the present 
registered research facilities associated with 
the proposed change in the reporting period 
and date that the report is due.

It is estimated that additional personnel 
time will be required by Federal agencies to 
compile-data, prepare and submit the report 
mandated by the law. Preliminary informa­
tion indicates that approximately 125 Fed­
eral facilities will each require an estimated 
40 hours annually to gather information and 
complete the annual report. A total annual 
cost of $20,000 (125 facilities X 40 hours 
X$4.00 per hour (GS-4) =$20,000) and 5,000 
man-hours (2.4 man-years) is estimated for 
Federal agencies to comply with the law.

Accordingly, Parts 1 and 2 of Title 9, 
CFR, would be amended in the following 
respects:

1. Section 1.1 would be revised to read 
as follows:

§1.1 Definitions.
For the purpose of this subchapter, the 

following terms shall be construed, re­
spectively, to mean;

(a) “Act” means the Act of August 24, 
1966 (Pub. L. 89-544), commonly known 
as the Laboratory Animal Welfare Act, 
as amended by the Act of December 
24, 1970 (Pub. L. 91-579), the Animal 
Welfare Act of 1970, and the Act of April 
22, 1976 (Pub. L. 94-279), The Animal 
Welfare Act Amendments of 1976.

(b) “Department” means the U.S. De­
partment of Agriculture.

(c) “Secretary” means the Secretary 
of Agriculture of the United States or his 
representative who shall be an employee 
of the Department.

(d) “Administrator” means Adminis­
trator of the Animal and Plant Health 
Inspection Service, U.S. Department of 
Agriculture, or any other official of the 
Animal and Plant Health Inspection 
Service to whom authority has hereto­
fore been delegated or to whom authority 
may hereafter be delegated, to act in 
his stead.

(e) “Veterinary Services” means the 
office of the Animal and Plant Health 
Inspection Service to which is assigned 
responsibility for performance of func­
tions under the Act.

(f) “Deputy Administrator” means the 
Deputy Administrator for Veterinary 
Services or any other official of Veteri­
nary Services to whom authority has 
heretofore been delegated or to whom 
authority may hereafter be delegated, to 
act in his stead.

(g) “Veterinarian in Charge” means 
a veterinarian of Veterinary Services 
who is assigned by the Deputy Adminis­
trator to supervise and perform the offi­
cial work of Veterinary Services in a 
given State or States. As used in Part 2 
of this subchapter, the Veterinarian in 
Charge shall be deemed to be the one in 
charge of the official work of Veterinary 
Services in the State in which the dealer, 
exhibitor, research facility, intermediate 
handler, carrier, or operator of an auc­
tion sale has his principal place of 
business.2

(h) “Veterinary Services representa­
tive” means any inspector or other per­
son employed full time by the Depart­
ment who is responsible for the perform­
ance of the function involved.

(i) “Licensed veterinarian” means a 
doctor of veterinary mediciné who has a 
valid license to practice veterinary med­
icine in any State.

(j) “State” means a State of the 
United States, the District of Columbia, 
Commonwealth of Puerto Rico, the Vir­
gin Islands, Guam, American Somoa, or 
any other territory or possession of the 
United States.

(k) “Person” means any individual, 
partnership, firm, joint stock company, 
corporation, association, trust, estate, or 
other legal entity.

(l) “Dog” means any live or dead dog 
(.Canis familiaris).

(m) “Cat” means any live or dead cat 
(Felis catus).

(n) “Animal” means any live or dead 
dog, cat, monkey (nonhuman primate 
mammal), guinea pig, hamster, rabbit, 
or any other warmblooded animal, which 
is domesticated or raised in captivity or 
which normally can be found in the wild 
state, and is being used, or is intended 
for use, for research, testing, experi­
mentation, or exhibition purposes or as 
a pet. Such term excludes birds, aquatic 
animals, rats and mice, and horses and 
other farm animals, such as, but not lim­
ited to, livestock or poultry, used or in­
tended for use as food or fiber, or live­
stock or poultry used or intended for use 
for improving animal nutrition, breed­
ing, management of production effi­
ciency, or for improving the quality of 
food or fiber. With respect to a dog, the 
term means all dogs, including those 
used for hunting, security, or breeding 
purposes.

(o) “Farm animal” means any warm­
blooded animal (other than a dog, cat, 
monkey (nonhuman primate mammal), 
guinea pig, hamster, or rabbit) normally 
raised on farms in the United States and 
used or intended for use as food or fiber.

(p) “Wild state” means living in its 
original, natural condition; not domes­
ticated.

(q) “Nonhuman primate” means any 
nonhuman member of the highest order 
of mammals, including prosimians, mon­
keys, and apes.

(r) “Commerce” means trade, traffic, 
transportation, or other commerce—(1) 
between a place in a State and any place 
outside of such State, or between points 
within the same State but through any 
place outside thereof, or within any ter­
ritory, possession, or the District of Co­
lumbia; or (2) which affects trade* traf­
fic, transportation or other commerce 
described in paragraph (r) (1) of this 
section.

(s) “Research Facility” means any 
school (except an elementary or sec­
ondary school), institution, organization, 
or person that uses or intends to use live 
animals in research, tests, or experi­
ments, and that (1) purchases or trans­
ports live animals in commerce, or (2) 
receives funds under a grant, award, 
loan, or contract from a department, 
agency, or instrumentality of the United 
States for the purpose of carrying out 
research, tests, or experiments: Provided, 
however, That a “research facility” shall 
not include any such school, institution, 
organization, or person that does not use 
or intend to use live dogs or cats and 
which is exempted by the Administrator, 
upon application to him in specific cases 
and upon his determination that such 
exemption does not vitiate the purpose 
of the Act, except that the Administrator 
will not exempt any school, institution, 
organization, or person that uses sub­
stantial numbers of live animals—the 
principal function of which school, insti­
tution, organization, or person is bio­
medical research or testing.8

(t) “Dealer” means any person who, 
in commerce, for compensation or profit, 
delivers for transportation, or transports,
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except as a carrier, buys, or sells, or ne­
gotiates the purchase or sale of, (1) any 
dog or other animal whether alive or 
dead for research, teaching, exhibition, 
or use as a pet, or (2) any dog for hunt­
ing, security, or breeding purposes, ex­
cept that this term does not include—

(i) A retail pet store except such store 
which sells any animals to a research 
facility, an exhibitor, or a dealer; or

(ii) Any person who does not sell or 
negotiate the purchase or sale of any 
wild animal, dog, or cat, and who derives 
no more than $500 gross income from the 
sale of other animals during any calen­
dar year.

(u) “Retail pet store” means any re­
tail outlet where animals are sold only 
as pets at retail. Those species from the 
wild state (e.g. primates, anteaters, and 
ocelots) and which as adults in captivity 
require special conditions to provide 
safety in handling to either humans or 
the subject animals shall not be con­
sidered as pet animals.

(v) “Operator of an auction sale” 
means any person who is engaged in 
operating an auction at which animals 
are purchased or sold, in commerce.

(w) “Exhibitor” means any person 
(public or private) exhibiting any ani­
mals, which were purchased in com­
merce or the intended distribution of 
which affects commerce, or will affect 
commerce, to the public for compensa­
tion, as determined by the Secretary in 
specific instances, and such term in­
cludes carnivals, circuses, animal acts, 
and zoos exhibiting such animals 
whether operated for profit or not; but 
such term excludes retail pet stores, or­
ganizations sponsoring and all persons, 
participating in State and county fairs, 
livestock shows, rodeos, purebred dog and 
cat shows, and any other fairs or exhi­
bitions intended to advance agricultural 
arts and sciences, as may be determined 
by the Secretary in specific instances.

(x) “Licensee” means any person li­
censed pursuant to the provisions of the 
Act and the regulations in Part 2 of this 
subchapter.

(y) “Class ‘A’ dealer” means a dealer 
whose business involving animals in­
cludes only those animals that he breeds 
and raises as a closed or stable colony 
and those animals that he acquires for 
the sole purpose of maintaining or en­
hancing his breeding colony.

(z) “Class ‘B’ dealer” means any 
dealer who does not meet the definition 
of a Class “A” dealer.

(aa) “Class ‘C’ licensee” means any 
exhibitor subject to the licensing require­
ments.

(bb) “Intermediate handler” means 
any Person including a department, 
agency, or instrumentality of the United 
States or of any State or local govem- 
ment (other than a dealer, research 
faculty, exhibitor, or any person ex­
cluded from the definition of a dealer, 
lesearch facility, exhibitor, an operator 
of an auction sale, or a carrier) who is 
engaged in any business in which he re- 
«eiw i5Hstody °* animals in connection 
with their transportation in commerce.

(cc) “Carrier” means the operator of 
any airline, railroad, motor carrier, 
shipping line, or other enterprise which 
is engaged in the business of transport­
ing any animals for hire.

(dd) “Registrant” means any research 
facility, carrier, intermediate handler, 
or exhibitor registered pursuant to the 
provisions of the Act and the regulations 
in Part 2 of this subchapter.

(ee) “Attending veterinarian” means 
a person who has graduated from a 
veterinary school accredited by the 
American Veterinary Medical Associa­
tion’s Council on Education or has a 
certificate issued by the American Vet­
erinary Medical Association’s Education 
Commission for Foreign Veterinary 
Graduates and who is responsible for 
evaluating the type and amount of 
anesthetic, analgésies and tranquilizing 
drugs used on animals during actual re­
search, testing, or experimentation 
where appropriate to relieve all unneces­
sary pain and distress in the subject 
animals.

(ff) “Standards” means the require­
ments with respect to the humane han­
dling, care, treatment, and transporta­
tion of animals by dealers, exhibitors, 
research facilities, carriers, intermediate 
handlers, and operators of auction sales 
as set forth in Part 3 of this subchapter.

(gg) “Primary enclosure” means any 
structure used to immediately restrict an 
animal or animals to a limited amount 
of space, such as a room, pen, run, cage, 
compartment, or hutch.

(hh) “Housing facility” means any 
room, building, or area used to contain 
a primary enclosure or enclosures.

(ii) “Sanitize” means to make physi­
cally clean and to remove and destroy, 
to the maximum degree that is practi­
cal, agents injurious to health.

(jj) “Ambient temperature” means 
the temperature surrounding the animal.

(kk) “Euthanasia” means the humane 
destruction of an animal accomplished 
by a method which produces instan­
taneous unconsciousness and immediate 
death* without visible evidence of pain or 
distress, or a method that utilizes anes­
thesia produced by an agent which causes 
painless loss of consciousness, and death 
following such loss of consciousness.

(11) “Nonconditioned animals” means 
animals which have not been subjected 
to special care and treatment for suffi­
cient time to stabilize and, where neces­
sary, to improve their health to make 
them more suitable for research pur­
poses.

(mm) "Weaned” means that an ani­
mal has become accustomed to take solid

* The name and address of the Veterinarian 
in Charge in the State concerned can be 
obtained by writing to the Deputy Adminis­
trator, Veterinary Services, Animal and 
Plant Health Inspection Service, U.S. De­
partment of Agriculture, Federal Building, 
Hyattsville, Md. 20782.

3 A list of such exempted schools, institu­
tions, organizations, or persons shall be pub­
lished periodically by Veterinary Services in 
the F ederal Register. Such lists may also be 
obtained upon request from the Veterinarian 
in Charge.

food, and has so done, without nursing, 
for a period of at least five (5) days.

(nn) “Dwarf hamster” means any 
species of hamster, such as the Chinese 
and Armenian species, whose adult body 
size is substantially less than that a t­
tained by the Syrian or Golden species of 
hamsters.

(oo) “Handling” means petting, feed­
ing, manipulation, crating, shifting, 
transferring, immobilizing, restraining, 
treating, training, working or perform­
ing any similar activity with respect to 
any animal.

(pp) “Business year” means a 12- 
month period during which business is 
conducted, either on a calendar or fiscal 
year basis.

2. The Table of Contents cited in Part 
2—Regulations would be revised as 
follows:

PART 2— REGULATIONS LICENSING 
Sec.
2.1 Application.
2.2 Acknowledgment of standards.
2.3 Demonstration of compliance with

standards.
2.4 Issuance of licenses.
2.5 Duration of license.
2.6 Annual fees; and termination of

licenses.
2.7 Annual report by licensees.
2.8 Notification of change of name, ad­

dress, control, or ownership of 
business.

2.9 Officers, agents, and employees of li­
censees, whose licenses have been 
suspended or revoked.

2.10 Licensees whose licenses have been
suspended or revoked.

2.11 Denial of license.
R egistration

2.25 Requirements and procedures.
2.26 Acknowledgement of standards.
2.27 Notification of change of operation.
2.28 Annual report of research facilities.

I dentification of Animals

2.50 Time and method of identification.
2.51 Form of official tag.
2.52 How to obtain tags. ,
2.53 Use of tags.
2.54 Lost tags.
2.55 Removal of tag.

R ecords

2.75 Records, dealers (except operators of
auction sales) and exhibitors.

2.76 Records, research facilities.
2.77 Records, operators of auction sales.
2.78 Records, carriers and intermediate

handlers.
2.79 Health certification and identification.
2.80 C.O.D. shipments.
2.81 Records, disposition.
Compliance With  Standards and Holding 

P eriod

2.100 Compliance with standards.
2.101 Holding period.

Miscellaneous

2.125 Information as to business: Furnish­
ing of by dealers, exhibitors, opera­
tors of auction sales, and research 
facilities.

2.126 Access and inspection of records and
property.

2.127 Publication of names of persons
subject to the provisions of this 
part.
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2.128 Inspection for missing animals.
2.129 Confiscation and destruction of ani­

mals.
2.130 Minimum age requirements.

Authority : The provisions of this Part 2 
issued under secs. 3, 5, 6, 10, 11, 12, 13, 14, 16, 
17, 21; 80 Stat. 351, 352, 353,, 84 Stat. 1561, 
1562, 1563, 1564, 90 Stat. 418, 419, 420, 423;
7 U.S.C. 2133, 2135. 2136, 2140, 2141, 2142, 
2143, 2144, 2146, 2147, 2151; 37 FR 28464, 
28477, 38 FR 19141.

3. Throughout Part 2 of the regulations 
(9 CFR, Part 2) wherever the term 
“affecting commerce” appears, the term 
“In commerce” would be substituted in 
lieu thereof.

4. Section 2.25 <9 CFR 2.25) would be 
revised to read as follows;
§ 2.25 Requirements and procedures.

Each research facility, carrier, and 
intermediate handler and each exhibitor, 
not required to be licensed under section 
3 of the Act and the regulations of this 
subchapter, shall register with the 
Secretary by completing and filing a 
properly executed form which will be 
furnished, upon request, by the Veteri­
narian in Charge. Such registration 
form shall be filed with the Veterinarian 
in Charge for the State in which the 
registrant has his principal place of 
business. Where a school or department 
of a university or college uses or intends 
to use animals for research, tests, or 
experiments, the university or college 
rather than the school or department 
will generally be considered the research 
facility and be required to register with 
the Secretary. In any situation in which 
a school or department of a university 
or college is a separate legal entity and 
its operations and administration are 
independent of those of the university 
or college, upon a proper showing there­
of to the Secretary, the school or depart­
ment will be registered rather than the 
university or college. A subsidiary of a 
business corporation, rather than a 
parent corporation, will be registered as 
a research facility or exhibitor unless the 
subsidiary is under such direct control 
of the parent corporation that to effec­
tuate the purposes of the Act the Secre­
tary determines that it is necessary that 
the parent corporation be registered. .

5. Section 2.28 (9 CFR 2.28) would be 
revised to read as follows;
§ 2 .28  Annual report o f research facili­

tie s .
(a) The reporting facility shall be that 

segment of the research facility, or that 
department, agency, or instrumentality 
of the United States, that uses or intends 
to use live animals in research, tests, or 
experiments and for which an attend­
ing veterinarian has responsibility. Each 
reporting facility shall submit on or be­
fore December 1 of each calendar year to 
the Veterinarian in Charge for the State 
where the reporting facility is located, 
an annual report signed by a legally re­
sponsible official covering the previous 
Federal fiscal year of October 1 through 
September 30. Such report shall show 
that professionally acceptable standards 
governing the care, treatment, and use

of animals, including appropriate use of 
anesthetic, analygesic, and tranquilizing 
drugs, during actual research, testing, or 
experimentation, were followed by the 
research facility, department, agency, or 
instrumentality of the United States. 
Such report shall include :

(1) The location of the facility or fa­
cilities where animals were used in actual 
research, testing, or experimentation ;

(2) The common names and approx­
imate numbers of animals upon which 
research experiments or tests were con­
ducted involving no pain, distress, or use 
of pain relieving drugs: Provided, how­
ever, That routine procedures (e.g. in­
jections, tattooing, and blood sampling) 
do not need to be reported;

(3) The common names and approx­
imate numbers of animals upon which 
experiments or tests were conducted in­
volving accompanying pain or distress 
to the animals and for which appropriate 
anesthetic, analygesic, or tranquilizing 
drugs were used: Provided, however, 
That routine procedures, (e.g. injections, 
tattooing, and blood sampling) do not 
need to be reported;

(4) The common names and approxi­
mate numbers of animals upon which 
experiments or tests were conducted in­
volving accompanying pain or distress to 
the animals and for which the use of ap­
propriate anesthetic, analygesic, or tran­
quilizing drugs would adversely affect the 
procedures, results, or interpretation of 
the research, experiments, or tests and a 
brief statement explaining the reasons 
for the same: Provided, however, That 
routine procedures (e.g. injections, ta t­
tooing, and blood sampling) do not need 
to be reported; and

(5) Certification by the attending vet­
erinarian of the research facility, or the 
department, agency, or instrumentality 
of the United States having laboratory 
animal facilities, or by an institutional 
committee of at least three members, one 
of whom is a Doctor of Veterinary Med­
icine, established for the purpose of eval­
uating the care, treatment, and use of all 
warmblooded animals held or used for 
research, testing, or experimentation, 
that the type and amount of anesthetic, 
analygesic, and tranquilizing drugs used 
on animals during actual research, test­
ing, or experimentation was appropriate 
to relieve pain and distress for the sub­
ject animals.
§ 2.50 [Amended]

6. In § 2.50(f) subparagraph (3) would 
be amended by deleting the words “a 
form 2 ” and substituting the phrase “on 
a record, as required by § 2.75,” therefor, 
and footnote2 would be deleted.
§ 2.52 [Amended]

7. In § 2.52 the reference to footnote2 
and footnote3 would be redesignated as 
footnote.2

8. Section 2.75 (9 CFR 2.75) would be 
revised to read as follows :
§ 2.75 Records, dealers and exhibitors.

(a) (1) Every dealer and exhibitor 
shall make, keep, and maintain systems 
of records or forms which fully and cor­
rectly disclose the following information

concerning each dog or cat purchased 
or otherwise acquired, owned, held or 
otherwise in his possession or under his 
control, including any offspring born of 
such animal while in his possession or 
under his control, transported, or sold 
or otherwise disposed of :

(1) The name and address of the per­
son, whether or not required to be li­
censed or registered under the Act, from 
whom such dog or cat was purchased or 
otherwise acquired, and his license num­
ber, if licensed under the Act, and when 
sold or otherwise disposed of. the person 
to whom sold or otherwise disposed of, 
and his license number, if licensed under 
the Act:

(ii) The dates of acquisition or birth 
and disposition of such dog or cat;

(iii) The official USDA tag number 
or tattoo assigned to such dog or cat 
pursuant to ? 2.50 and § 2.54;

(iv) A description of each dog or cat 
which shall include:

(A) The species;
(B) The sex;
(C) The date of birth or approximate 

age:
(D) The color and any distinctive 

markings; and
(E) The breed or type.
(v) The method of transportation in­

cluding the name of the commercial car­
rier or intermediate handler or privately 
owned conveyance used to transport the 
dog Or cat;

(vi) The date and method of disposi­
tion of such dog or cat, e.g. sale, death, 
euthanasia, or donation.

(2) Record of Dogs and Cats on Hand 
(VS Form 18-5) and Record of Disposi­
tion of Dogs and Cats (VS Form 18-6) 
are forms which mav be used bv dealers 
and exhibitors upon which to make, keep, 
and maintain the information required 
bv paragraph (a) (1) of this section con­
cerning dogs and cats except as provided 
in § 2.79.

(3) Part A of the USDA Individual 
Health Certificate and Identification 
Form (VS Form 18-1) is a form which 
mav be used by dealers and exhibitors 
upon which to make, keep, and maintain 
the information required bv paragraph 
(a) (1) of this section except as pro­
vided in § 2.79.

(4) One copy of the record containing 
the information required bv paragraph 
(a)(1) of this section shall accompany 
each shipment of any dog or cat pur­
chased or otherwise acquired by a dealer 
or exhibitor. One copv of the record con­
taining the information required by par­
agraph (a) (1) of this section shall ac­
company each shipment of any dog or 
cat sold or otherwise disposed of by a 
dealer or exhibitor. One copy of the rec­
ord containing the information required 
by paragraph (a) (1) of this section shall 
be retained by the dealer or exhibitor.

(b) (1) Every dealer and exhibitor 
shall make, keep, and maintain systems 
of records or forms which fully and cor­
rectly disclose the following information 
concerning animals other than dogs and 
cats, purchased or otherwise acquired, 
owned, held or otherwise in his posses­
sion or under his control, including any 
offspring bom of such animals while in
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his possession or under his control, trans­
ported, or sold or otherwise disposed of:

(1) The name and address of the per­
son, whether or not required to be li­
censed or registered under the Act, from 
whom such animals other than dogs or 
cats, were purchased or otherwise ac­
quired, and his license number, if li­
censed under the Act, and when sold or 
otherwise disposed of, the person to 
whom sold or othewise disposed of, and 
his license number, if licensed under the 
Act;

(ii) The species of such animals other 
than dogs and cats, and

(iii) The number of such animals 
other than dogs and cats.

(2) Record of Animals on Hand 
(Other Than Dogs and Cats) (VS Form 
18-19) and Record of Acquisition, Dis­
position or Transport of Animals (Other 
Than Dogs and Cats) (VS Form 18-20) 
are forms which may be used by dealers, 
and exhibitors upon which to keep and 
maintain the information required by 
paragraph (b)(1) of this Section con­
cerning animals other than dogs and 
cats except as provided in § 2.79.

(3) One Copy of the record containing 
the information required by paragraph
(b)(1) of this section shall accompany 
each shipment of any animal other than 
a dog or cat purchased or otherwise ac­
quired by a dealer or exhibitor. One copy 
of the record containing the information 
required by paragraph (b) (1) of this sec­
tion shall accompany each shipment of 
any animal other than a dog or cat sold 
or otherwise disposed of by a dealer or 
exhibitor: One copy of the record con­
taining the information required by 
paragraph (b)(1) of this section shall 
be retained by the dealer or exhibitor.

9. Section 2.76 (9 CFR 2.76) would be 
revised to read as follows:
§ 2.76 Records, research facilities.

(a) Every research facility shall make, 
keep, and maintain systems of records 
or forms which fully and correctly dis­
close the following information concern­
ing each live dog or cat purchased or 
otherwise acquired, owned, held or other­
wise in its possession or under its control, 
including any offspring born of such live 
dog or cat while in its possession or un­
der its control:

(1) The name and address of the per­
son, whether or not required to be li­
censed or registered under the Act, from 
whom such live dog or cat was purchased 
or otherwise acquired and his license 
number, if licensed under the Act;

(2) The date of acquisition or birth of 
each live dog or cat;

(3) The official USDA tag number or 
tattoo assigned to each live dog or cat 
Pursuant to § 2.50 and §2.54;

(4) A description of each live dog or 
cat which shall include:

(i) The species;
(ii) The sex;
(iii) Date of birth or approximate age;
(iv) The color and any distinctive 

markings; and
(v) The breed or type.

(5 ) Any identification number or mark 
assigned to each live dog or cat by such 
research facility.-

(b) In addition to the information re­
quired to be kept and maintained by ev­
ery research facility concerning each live 
dog or cat, pursuant to paragraph (a) of 
this section, every research facility 
transporting, selling, or otherwise dispos­
ing of any live dog or cat to another per­
son, shall make, keep, and maintain sys­
tems of records or forms which fully and 
correctly disclose the following informa­
tion:

(1) The name and address of the re­
ceiver to whom such live dog or cat is 
transported, sold or otherwise disposed 
of;

(2) The date of such transportation, 
sale, or other disposition, and

(3) The method of transportation in­
cluding the name of the commercial car­
rier or intermediate handler or privately 
owned conveyance used to transport the 
dog or cat.

(c) Part A of the USDA Individual 
Health Certificate and Identification 
Form (VS Form 18-1) and Record of 
Dogs and Cats on Hand (VS Form 18-5) 
are forms which may be used by research 
facilities upon which to keep and main­
tain the information required by para­
graph (a) of this section. Part A of the 
USDA Individual Health Certificate and 
Identification form (VS Form 18-1) and 
Record of Disposition of Dogs and Cats 
(VS Form 18-6) are forms which may be 
used by research facilities upon which to 
keep and maintain the information re­
quired by paragraph (b) of this section.

(d) One- copy of the record contain­
ing the information required by para­
graphs (a) and (b) of this section shall 
accompany each shipment of any live 
dog or cat sold, or otherwise disposed 
of by a research facility, and one copy of 
the record shall be retained by the 
research facility.

10. Section 2.77 (9 CFR 2.77) would 
be revised to read as follows:
§ 2 .77 Records, operators o f auction 

sales.
(а) Every operator of an auction sale 

shall make, keep, and maintain systems 
of records or forms which fully and cor­
rectly disclose the following information 
concerning each animal consigned for 
auction, whether or not a fee or commis­
sion is charged:

(1) The name and address of the per­
son who owned or consigned the animal 
for sale and his USDA license number, 
if licensed under the Act;

(2) The date of the consignment;
(3) The official USDA tag number or 

tatoo assigned to the animal pursuant to 
§ 2.50 and § 2.54;

(4) A description of the animal which 
shall include:

Q) The species of the animal;
(ii) The sex of the animal;
(iii) The color and any distinctive 

markings on the animal;
(iv) The breed or type of the animals, 

if a dog or cat.
(5) The auction sales number assigned 

to the animal;
(б) Tlie name and address of the 

buyer of the animal and his license num­
ber if licensed under the Act.

(b) One copy of the record containing 
the information required by paragraph
(a) of this section shall be given to the 
consignor of each animal, one copy of 
the record shall be given to the purchaser 
of each animal, and one copy of the rec­
ord shall be retained by the operator of 
such auction sale for each animal sold 
by the auction sale.

11. Section 2.78 would be revised to 
read as follows:
§ 2.78 Records, carriers and inter­

mediate handlers.
(a) In connection with all live animals 

accepted for shipment on a C.O.D. basis 
or other arrangement or practice under 
which the cost of such animal or the cost 
of the transportation of such animal is 
to be paid and collected upon delivery of 
the animal to the consignee, the accept­
ing carrier and intermediate handler, if 
any, shall keep and maintain a copy of 
the guarantee in writing of the consignor 
of such shipment for the payment of 
transportation charged for any animal 
not claimed, as provided in § 2.80, includ­
ing, where necessary, both the return 
transportation charges and an amount 
sufficient to reimburse the carrier for all 
out-of-pocket expenses incurred for the 
care, feeding, and storage of such animal.

(b) In connection with all live dogs, 
cats, or nonhuman primates delivered for 
transportation, in commerce, to any car­
rier or intermediate handler, by any 
dealer, research facility, exhibitor, oper­
ator of an auction sale, or department, 
agency, or instrumentality of the United 
States or of any State or local govern­
ment, the accepting carrier and inter­
mediate handler if any shall keep and 
maintain a copy of the health certifica­
tion completed as required by § 2.79, ten­
dered with each such live dog, cat, or 
nonhuman primate.

12. Section 2.79 (9 CFR 2.79) would be 
revised to read as follows:
§ 2.79 Health certification and identifi­

cation.
(a) No dealer, research facility, exhib­

itor, operator of an auction sale, or de­
partment, agency, or instrumentality of 
the United States or of any State or 
local government shall deliver to any in­
termediate handler or carrier for trans­
portation, in commerce, any dog, cat, or 
nonhuman primate unless such dog, cat, 
or nonhuman primate shall be accom­
panied by a health certificate executed 
and issued by a licensed veterinarian. 
Such health certificate shall state that
(1) the licensed veterinarian inspected 
such dog, cat, or nonhuman primate on 
a specified date which shall not be more 
than 10 days prior to the delivery of such 
dog, cat, or nonhuman primate for trans­
portation, in commerce, and (2) when so 
inspected that such dog, cat, or non­
human primate appeared to the licensed 
veterinarian to be free of any infectious 
disease or physical abnormality which 
would endanger the animal or animals or 
other animals or endanger public health.

(b) No intermediate handler or car­
rier to whom any live dog, cat, or non- 
human primate is delivered fpr trans­
portation, in commerce, by any dealer,
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research facility, exhibitor, operator of 
an auction sale, or department, agency 
or instrumentality of the United States 
or any State or local government shall 
receive such live dog, cat, or nonhuman 
primate for transportation, in com­
merce, unless and until it is accompa­
nied by a health certificate issued by a 
licensed veterinarian pursuant to para­
graph (a) of this section.

(c) Part (D) of the USDA Individual 
Health Certificate and Identification 
Form (VS Form 18-1) is a form which 
may be used for Health Certification by 
a licensed veterinarian as required by 
this section.

13. A new § 2.80 (9 CFR 2.80) would be 
added as follows:
§ 2.80 C.O.D. shipments.

(a) No carrier or intermediate han­
dler shall accept any animal for trans­
portation, in commerce, upon any C.O.D. 
or other basis where the cost of the ani­
mal or the cost for any such transporta­
tion or any other incidental or out-of- 
pocket expense is to be paid and col­
lected upon delivery of such animal to 
the consignee, unless the consignor 
guarantees in writing the payment of all 
transportation, including any return 
transportation, if such shipment is un­
claimed or the consignee cannot be noti­
fied in accordance with paragraphs (b) 
and (c) of this section, including reim­
bursing the carrier or intermediate han­
dler for all out-of-pocket expenses in­
curred for the care, feeding, and stor­
age or housing of such animal.

(b) Any carrier or intermediate 
handler receiving any animal at destina­
tion on a C.O.D. or other basis where the 
cost of the animal or the cost for any 
transportation or other incidental or out- 
of-pocket expense is to be paid and col­
lected upon delivery of Such animal to 
the consignee shall attempt to notify such 
consignee for a period of 24 hours after 
arrival of the animal at destination, at 
least once every 6 hours during that pe­
riod. The time, date, and method of each 
notification to the consignee and the per­
son notifying the consignee shall be 
noted oh the form accompanying the
C.O.D. shipment. If the consignee can­
not be notified of the C.O.D. shipment 
within 24 hours after arrival of the ship­
ment, the carrier or intermediate handler 
shall return the animal to the consignor, 
or to whomever the consignor has desig­
nated, on the next practical available 
transportation, in accordance with the 
written agreement required in paragraph
(a) of this section and so notify the con­
signor. Any carrier or intermediate 
handler which has notified a consignee 
of the arrival of a C.O.D. or other ship­
ment of an animal where the cost of the 
animal or the cost for any transporta­
tion or other incidental or out-of-pocket 
expense is to be paid and collected upon 
delivery of such animal to the consignee, 
which is not claimed by such consignee 
within 48 hours from the time of such 
notification, shall return the animal to 
the consignor or to whomever the con­
signor has designated, on the next practi-
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cal available transportation, in accord­
ance with the written agreement re­
quired in paragraph (a) of this section 
and so notify the consignor.

(c) It shall be the responsibility of 
any carrier or intermediate handler to 
provide proper care, feeding, and storage 
or housing for any animal accepted for 
transportation, in commerce, under a
C.O.D. or other arrangement where the 
cost of the animal or the cost, for any 
transportation or other incidental or out- 
of-pocket expense is to be paid and col­
lected upon delivery of such animal until 
the consignee accepts shipment at desti­
nation or until returned to the consignor 
or his designee should the consignee fail 
to accept delivery of the animal or the 
consignee could not be notified as pre­
scribed in paragraph (b) of this section.

(d) Nothing in this section shall be 
construed as prohibiting any carrier or 
intermediate handler from requiring 
any additional guarantee than that re­
quired in paragraph (a) of this sec­
tion for the payment of the cost of any 
transportation or out-of-pocket or other 
incidental expenses incurred in the 
transportation of any animal in com­
merce.

14. A new § 2.81 would be added as fol­
lows:
§ 2.81 Records, disposition.

(a) No dealer, exhibitor, operator of 
an auction sale, research facility, car­
rier or intermediate handler shall, with­
in a period of 2 years from the making 
thereof, destroy or dispose of, without 
the consent in writing of the Deputy 
Administrator, any books, records, doc­
uments, or other papers required to be 
kept and maintained under this part.

(b) The records required to be kept 
and maintained under this part shall be 
held for such period in excess of the pe­
riod specified in paragraph (a) of this 
section as necessary to comply with any 
other Federal, State, or local law. When­
ever the Deputy Administrator notifies a 
dealer, exhibitor, operator of an auc­
tion sale, research facility, carrier, or in­
termediate handler in writing that spe­
cified records shall be retained pending 
completion of an investigation or pro­
ceeding under the Act, such dealer, ex­
hibitor, operator of an auction sale, re­
search facility, carrier, or intermediate 
handler shall hold such records until 
their dispostion is authorized by the 
Deputy Administrator.

15. A new § 2.130 would be added as 
follows:
§ 2.130 Minimum age requirements.

No dog or cat shall be delivered by any 
person to any carrier or intermediate 
handler for transportation, in com­
merce, except to a registered research 
facility, unless such dog or cat is a t least 
eight (8) weeks of age and has been 
weaned.

Any person who wishes to submit writ­
ten data, views, or arguments concern­
ing the proposed amendments may do so 
by filing them with the Deputy Adminis­
trator, Veterinary Services, Animal and 
Plant Health Inspection Service, U.S.

Department of Agriculture, Hyattsville, 
Maryland 20782, before April 18, 1977.

All written submissions made pursu­
ant to this notice will be made available 
for public inspection a t the Federal 
Building, 6505 Belcrest Road, Room 769, 
Hyattsville, Maryland, during regular 
hours of business (8 a.m. to 4:30 p.m., 
Monday through Friday, except holi­
days) in a manner convenient to the 
public business (7 CFR 1.27(b)) .

Comments submitted should bear a 
reference to the date and page number of 
this issue in the Federal Register.

Done a t Washington, D.C., this 11th 
day of March 1976.

Note.—The Animal and Plant Health In­
spection Service has determined that this 
document does not contain a major proposal 
requiring preparation of an Inflation Impact 
Statement under Executive Order 11821 and 
OMB Circular A-107.

Pierre A. Chaloux,
Acting Deputy Administrator, 

Veterinary Services. 
[PR Doc.77-7681 Piled 3-14-77:8:45 am]

DEPARTMENT OF LABOR
Occupational Safety and Health 

Administration
[ 29 CFR Parts 1910,1928 ]

[Docket No. H-0521
PROPOSED STANDARD FOR EXPOSURE 

TO COTTON DUST
Scheduling of Informal Public Hearings; 

Additional Locations
AGENCY: Occupational Safety and 
Health Administration, Department of 
Labor.
ACTIONS: (1) Notice of Additional Lo­
cations for Informal Hearings; (2) No­
tice of Recess of Washington Hearing 
from April 11 until April 18, 1977.
SUMMARY: This notice schedules two 
regional hearings concerning the pro­
posed standard for occupational exposure 
to cotton dust. The previously announced 
Washington hearing will begin on April 
5,1977, and will be recessed from April 11 
until April 18, 1977, when it will resume,;;

The purpose of holding these regional 
hearings is to permit persons who are un­
able to attend the Washington hearing, 
particularly small businesses and indi­
vidual employees, the opportunity to 
orally present their views to the Agency. 
DATES: All notices of intention to ap­
pear at these two regional hearings must 
be filed by April 1,1977.

Dates on which regional hearings will 
begin, locations and times are as follows:
April 12, 1977: 9:30 a.m., Downtown Motor 

Inn, Plantation Room, 218 Washington 
Avenue, Greenville, Mississippi.

May 10, 1977: 9:30 a.m., South Park Inn, Pa­
tio West Room, 3201 S. Loop 289, Lub­
bock, Texas.

ADDRESS: Send notices of intention to 
appear to: OSHA Office of' Committee 
Management Docket No. H-052. Room

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



PROPOSED RULES 14135

N-3633 U.S. Department of Labor 3rd and 
Constitution Avenue, NW., Washington,
D.C. 20210
FOR FURTHER INFORMATION CON­
TACT:

Tom Hall, address as above, (202)
523-8025.

SUPPLEMENTARY INFORMATION: 
B ackground

On December 28, 1976, OSHA pub­
lished in the Federal R egister (41 FR 
56498) a proposed standard for occupa­
tional exposure to cotton dust together 
with a notice of an informal hearing to 
commence on April 5, 1977, at 9:30 a.m., 
in the Departmental Auditorium on Con­
stitution Avenue between 12th and 14th 
Streets NW., Washington, D.C. The dead­
line for submitting ^written comments 
and notices of intention to appear at the 
Washington hearing was March 4, 1977. 
The notice of proposed rulemaking pub­
lished on December 28, 1976, discusses 
the issues that are involved in these 
proceedings.

P ublic Participation at 
R egional Hearings

OSHA is now scheduling two regional 
hearings on the cotton dust proposal, at 
the times and places stated above, to 
provide interested persons who are un­
able to attend the Washington hearing 
the opportunity to make brief oral pres­
entations to the Agency on any of the 
issues involved in these proceedings. 
These hearings are particularly designed 
to provide an opportunity for small busi­
nesses and employees who may not have 
the resources to appear at the hearing in 
Washington to more fully participate In 
the cotton dust rulemaking proceeding. 
In order to allow as many people as pos­
sible to participate in these informal 
hearings, presentations will generally be 
limited to 15 minutes. We will attempt, 
however, within the time available, to 
accommodate any requests for additional 
time which are made necessary by spe­
cial circumstances.

In view of the brief duration of these 
regional hearings, OSHA requests inter­
ested persons who are able to attend the 
Washington hearing to present their tes­
timony in Washington. OSHA will make 
its presentation and will be available for 
questioning only at the beginning of the 
hearing in Washington, m  addition, the 
expert witnesses who have been asked by

OSHA to testify are scheduled to appear 
only in Washington.

R equests To P articipate

All persons who want to participate in 
either of these informal regional hear­
ings should file a notice of intention to 
appear, postmarked on or before April 1, 
1977, with Tom Hall a t the above address. 
The notice must contain the following 
information:

(1) The hearing location—Greenville 
or Lubbock—at which you wish to 
testify;

(2) The name, address, and telephone 
number of each person to appear;

(3) The organization, if any, which 
the person represents;

(4) The issues that will be addressed 
and a brief statement of your views; and

(5) Complete copies of any studies, sci­
entific or economic data, or any other 
documentary materials which you will be 
presenting for the record or discussing 
at the hearing.

All persons giving advance notice as 
above will have time reserved for oral 
presentation. Persons wishing to testify 
who have not submitted advance notice, 
will be allowed to make oral presenta­
tions if time permits; however, priority 
will be given to those who have submitted 
notices of appearance.

All written submissions will become 
part of the record of this proceeding arid 
will be available for inspection and copy­
ing at the above address^

Any person who has already filed a 
notice of intention to appear, or who 
files a timely notice of intention to ap­
pear at any of the hearing locations may 
ask appropriate questions of any other 
participant at any of the hearing loca- 
tioris. In addition, any person who has 
filed a notice of intention to appear at 
the Washington hearing, but now wishes 
to make a brief presentation of the type 
permitted a t one of the regional hear­
ings, rather than Washington, may do so 
by notifying Tom Hall at the above ad­
dress as soon as possible.

Conduct of H earing

The hearing will be conducted in ac­
cordance with 29 CFR Part 1911, and will 
commence with the resolution of any 
procedural matters. I t will be presided 
over by an Administrative Law Judge 
who will have all the powers necessary 
or appropriate to conduct a full and fair 
Informal hearing, including the powers:

(1) To regulate the course of the pro­
ceedings;

(2) To dispose of procedural requests, 
objections, and comparable matters;

(3) To confine the presentations to 
matters pertinent to the proposed stand­
ard;

(4) To regulate the conduct of those 
present at the hearing by appropriate 
means;
■*(5) In the judge’s discretion, to ques­

tion and permit questioning of any wit­
ness; and

(6) In the judge’s discretion, to keep 
the record open for a reasonable, stated 
time to receive written information and 
additional data, views and arguments 
from any person who has participated in 
the oral proceedings.

Following the close of the hearing, the 
presiding Administrative Law Judge will 
certify the record thereof to the Assist­
ant Secretary of Labor for Occupational 
Safety and Health. The proposal will be 
reviewed in light of all oral and written 
submissions received as part of the 
record, and a final standard will be 
issued based on the entire record in this 
proceeding.

B rief R ecess in  Washington. Hearing

As noted, the Washington hearing will 
commence on April 5, 1977, in the De­
partmental Auditorium on Constitution 
Avenue between 12th and 14th Streets 
NW., Washington, D.C. During the com­
ment period, OSHA received a request 
from the American Textile Manufac­
turers Institute for a recess in the Wash­
ington hearing from April 11 through 
April 15 because of an annual meeting 
which will be attended by many parties 
to this proceeding and was planned over 
three years ago. OSHA has granted this 
request in order to prevent undue hard­
ship to them while not significantly de­
laying this proceeding. It is anticipated 
that the testimony by all expert wit-, 
nesses testifying a t the request of OSHA 
will be completed during the week of 
April 5th. The hearing in . Washington 
will be recessed from April 11 until it 
resumes on April 18,1977.
(Sec. 6, 84 Stat. 1593 (29 U.S.C. 655) ; 29 CFR 
Part 1911.)

Signed at Washington, D.C. this 11th 
day of March, 1977.

B/M. Concklin,
Deputy Assistant 
Secretary of Labor.

[FR Doc.77-7809 Filed 3-14-77; 11:00 am]
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notices
This section of the FEDERAL REGISTER contains documents other than rules or proposed rules that are applicable to the public. Notices 

of hearings and investigations, committee meetings, agency decisions and rulings, delegations of authority, filing of petitions and applications 
and agency statements of organization and functions are examples of documents appearing in this section.

DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service

SHIPPERS ADVISORY COMMITTEE 
MEETING

Public Meeting
Pursuant to the provisions of § 10(a)

(2) of the Federal Advisory Committee 
Act (86 Stat. 770), notice is hereby given 
of meeting of the Shippers Advisory 
Committee established under Marketing 
Order No. 905 (7 CFR Part 905). This 
order regulates the handling of oranges, 
grapefruit, tangerines, and tangelos 
grown in Florida and is effective pur­
suant to the provisions of the Agricul­
tural Marketing Agreement Act of 1937, 
as amended (7 U.S.C. 601-674). The 
committee will hold a meeting on March 
29, 1977, at 10:30 a.m. in the A. B. 
Michaël Auditorium of the Florida Citrus 
Mutual Building, 302 South Massachu­
setts Avenue, Lakeland, Florida.

The meeting will be open to the public 
and a brief period will be sét aside for 
public comments and questions. The 
agenda of each meeting includes analysis 
of current information concerning 
market supply and demand factors, and 
consideration of recommendations for 
regulation of shipments of the named 
fruits.

The names of committee members, 
agenda, and other information pertain­
ing to the meeting may be obtained from 
Franklin D. Trovillion, Manager, Grow­
ers Administrative Committee, P.O. Box 
R, Lakeland, Florida 33802; telephone 
813-682-3103.

Dated: March 11, 1977.
W illiam T. Manley, 
Deputy Administrator, 

Program Operations.
[PR Doc.77-7740 Piled 3-14-77;8:45 am]

Animal and Plant Health Inspection Service 
PSEUDORABIES CONFERENCE 

Meeting
•  Purpose. The purpose of this docu­

ment is to give notice of a fact-finding 
conference on pseudorabies, a contagious 
disease of swine and other livestock. •

A fact-finding conference on pseudo­
rabies will be held a t the C. Y. Stephens 
Auditorium, Iowa State University, Ames, 
Iowa, April 4-5, 1977, a t 8:00 a.m. to 
4:30 p.m., each day. This conference is 
sponsored by the Department of Agri­
culture and various other organizations 
for the purpose of exchanging views 
among leading scientific authorities, pro­
ducers, and other interested groups re­
lated to the swine industry, of the United

States, on pseudorabies. The conference 
is open to the public.

Written statements concerning these 
matters may be filed with the Depart­
ment on or before April 5, 1977. Partici­
pants are urged to prepare their state­
ments tzi writing to be read and dis­
cussed during the conference.

All written submissions made pursuant 
to this notice will be made available for 
public inspection at the Federal Building, 
6505 Belcrest Road, Room 755, Hyatts- 
ville, Maryland, during regular hours of 
business (8 a.m. to 4:30 p.m., Monday 
to Friday, except holidays) in a manner 
convenient to the public business (7 CFR 
1.27(b)).

Further information may be obtained 
from and written statements may be sub­
mitted to Dr. H. A. McDaniel, Conference 
Chairman, U.S. Department of Agricul­
ture, Animal and Plant Health Inspec­
tion Service, Veterinary Services, Federal 
Building, Room 755, Hyattsville, Mary­
land, (301-436-8085).

Dated: March 9,1977.
P ierre A. Chaloux,

Acting Deputy Administrator,
Veterinary Services. ..

[FR Doc.77-7553 Filed 3-14-77; 8:45 am]

EXPERT PANEL ON NITRITES AND 
NITROSAMINES

Meeting and Agenda
Notice is heregy given of a meeting of 

the Expert Panel on Nitrites and Nitro- 
samines to be held in Room 218A (Con­
ference Room), Administration Build­
ing, 14th and Independence Avenue SW., 
Washington, D.C., March 29, 1977, at 
9:30 a.m. This is the tenth scheduled 
meeting of the Panel.

In attendance for the first time will be 
two new members representing the pub­
lic, Ms. Carole Sundberg-Wemer of Me- 
nomonie, Wisconsin, and Ms. Ellen 
Zawel of Harrington Park, New Jersey.

The meeting’ agenda is (1) Update 
curent studies, (2) Discussion of Panel’s 
position paper, and (3) New business as 
appropriate. Discussion will be primarily 
limited to Panel participation; however, 
where appropriate, public comment and 
questions will be solicited during the 
course of the meeting.

The meeting will be open to the public 
and under the direction of the Panel 
Chairman or his designee. Written 
statements may be filed with the Panel 
before or after the meeting. Any member 
of the public who wishes to attend or 
who has further questions should con­
tact the Issuance Coordination Staff, 
Technical Services, Animal and Plant

Health Inspection Service, U.S. Depart­
ment of Agriculture, Room 4905, South 
Agriculture Building, Washington, D.C. 
20250, Area Code (202) 447-6189. Any 
person who wishes to file a statement 
may send such statement to the Issu­
ance Coordination Staff at the above ad­
dress.

Dated: March li ,  1977.
F. J. Mulhern,

Administrator, Animal and Plant 
Health Inspection Service.

[FR Doc.77-7810 Filed 3-14-77; 10:59 am]

Farmers Home Administration 
[Designation No. A449]

IOWA
Designation of Emergency Areas

The Secretary of Agriculture has de­
termined that farming, ranching, or 
aquaculture operations have been sub­
stantially affected in the following Iowa 
Counties as a result of drought May 1 
through^ December 1, 1976, in Butler 
County; and drought May 1 through No­
vember 19,1976, in Osceola County.

Therefore, the Secretary has desig­
nated this area as eligible for emergency 
loans pursuant to the provisions of the 
Consolidated Farm and Rural Develop­
ment Act, as amended by Public Law 
94-68, and the provisions of 7 CFR 1832.3 
(b) including the recommendation of 
Governor Robert D. Ray that such desig­
nation be made.

Applications for emergency loans must 
be received by this Department no later 
than April 25, 1977, for physical losses 
and November 18, 1977, for production 
losses, except that qualified borrowers 
who receive initial loans pursuant to this 
designation may be eligible for subse­
quent loans. The urgency of the need for 
loans in the designated area makes it im­
practicable and contrary to the public 
interest to give advance notice of pro­
posed rulemaking and invite public par­
ticipation.

Done at Washington, DC, this 7th day 
of March, 1977.

F rank W. Naylor, Jr., 
Acting Administrator, 

Farmers Home Administration. 
[FR Doc.77-7555 Filed 3-14-77;8:45 am]

[Designation No. A448] 
LOUISIANA

Designation of Emergency Areas
The Secretary of Agriculture has deter­

mined that farming, ranching, or aqua­
culture operations have been substan-
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tially affected in the following Louisiana 
Parishes as a result of drought during 
the last of May through October 1, hail, 
wind and rain August 26, and a freeze 
November 29, 1976, In Iberville Parish; 
drought from mid-July until October 30, 
a freeze November 29, 1976, in addition 
to severe cold weather through January 
24, 1977, in Pointe Coupee Parish; and a 
freeze November 29,1976, in West Baton 
Rouge, Parish.

Therefore, the Secretary h as , desig­
nated this area as eligible for emergency 
loans pursuant to the provisions of the 
Consolidated Farm and Rural Develop­
ment Act, as amended by Public Law 
94-68, and the provisions of 7 CFR 1832.- 
3(b) including the recommendation of 
Governor Edwin Edwards that such 
designation be made.

Applications for emergency loans must 
be received by this Department no later 
than April 19, 1977, for physical losses 
and November 17, 1977, for production 
losses, except that qualified borrowers 
who receive initial loans pursuant to this 
designation may be eligible for subse­
quent loans. The urgency of the need for 
loans in the designated area makes it im­
practicable and contrary to the public 
interest to give, advance notice of pro­
posed rulemaking and invite public par­
ticipation.

Done at Washington, DC, this 7th day 
of March, 1977.

F rank W. Naylor, Jr.,
Acting Administrator, 

Farmers Home Administration.
[FR Doc.77-7556 FUed 3-14-77; 8:45 am]

[Designation No. A450] 
MISSISSIPPI

Designation of Emergency Areas
The Secretary of Agriculture has deter­

mined that farming, ranching, or aqua­
culture operations have been substan­
tially affected in Pike County, Mississippi, 
as a result of drought August 15 through 
November 1, 1976; early freeze October 
21,1976; and subsequent frost November 
1 through December 31, 1976.

Therefore, the Secretary has desig­
nated this area as eligible for emergency 
loans pursuant to the provisions of the 
Consolidated Farm and Rural Develop­
ment Act, as amended by Public Law 
94-63, and the provisions of 7 CFR 1832.- 
3(b) including the recommendation of 
Governor Cliff Finch that such designa­
tion be made.

Applications for emergency loans must 
be received by this Department no later 
than April 25, 1977, for physical losses 
and November 18, 1977, for production 
losses, except that qualified* borrowers 
who receive initial loans pursuant to this 
designation may be eligible for sub­
sequent loans. The urgency of the need 
lor loans in the designated area makes 
** l~ 1I>ract;icable and contrary to the 
public interest to give advance notice of 
Proposed rulemaking and invite public 
Participation.

Done a t Washington, DC, this 7th day 
of March, 1977.

F rank W. Naylor, Jr.,
Acting Administrator, 

Farmers Home Administration. 
[FR Doc.77-7557 Filed 3-14-77; 8:45 am]

[Designation N$. A454] 
TENNESSEE

Designation of Emergency Areas
The Secretary of Agriculture has de­

termined that farming, ranching, or 
aquaculture operations have been sub­
stantially affected in certain Tennessee 
Counties as a result of various adverse 
weather conditions shown in the fol­
lowing chart:

T e n n e s s e e

Crockett County: Heavy rains April 20 
through May 25, 1976; cool weather June 1 
through June 80, 1976; drought July 5 
through September 30, 1976; frost on Oc­
tober 10, 1976, and freeze on October 12, 
1976.

Fayette County: Cold wet spring, late frost 
and below normal temperatures April 20 
through June 1, 1976; below normal tern?

- peratures and drought August 20 through 
September 10, 1976; and early freeze Sep­
tember 11 through October 25, 1976. 

Haywood County: Cool weather April 24 
through May 10, 1976, and August 1 
through September 30, 1976; dry weather 
August 1 through August 30, 1976; hail­
storms August 24, 1976; early freeze Oc­
tober 9, 1976; and frost September 11, 12 
and 22, 1976.

Lauderdale County: Low soil temperature 
April 25 through June 1, 1976; frost Octo­
ber 12, 1973; frost and freeze October 19, 
1976; and drought August 1 through Sep­
tember 30, 1976.

Madison County: Cool and wet April 15 
through April 30, 1976; very cool May 1 
through May 30, 1976; frost June 6, 12 
and 19, 1976; and early freeze October 18 
and 19, 1976.

Shelby County: Very cool May 1 through 
May 30, 1976; frost May 4, 1976; drought 
July 1 through August 30, 1976; cold 
and wet September 1 through Septem­
ber 30, 1976; and frost October 21, 1976. 

Tipton County: Below normal temperatures 
April 1 through June 1, 1976; frost 
April 10 and May 4, 1976; heavy rainfall 
June 1 through June 30, 1976; erratic 
temperatures September 1 through Sep- 
temper 30, 1976; and early frost Octo­
ber 9 and October 18, 1976.
Therefore, the Secretary has desig­

nated these areas as eligible for emer­
gency loans pursuant to the provisions 
of the Consolidated Farm and Rural 
Development Act, as amended by Pub. 
L. 94-68, and the provisions of 7 CFR 
1832.3(b) including the recommendation 
of Governor Ray Blanton that such.des- 
ignation be made.

Applications for emergency loans must 
be received by this Department no later 
than April 25, 1977, for physical losses 
and November 22, 1977, for production 
losses, except that qualified borrowers 
who receive initial loans pursuant to this 
designation may be eligible for subse­

quent loans. The urgency of the need for 
loans in the designated areas makes it 
impracticable and contrary to the public 
interest to give advance notice of pro­
posed rulemaking and invite public par­
ticipation.

Done at Washington, D.C., this 7th day 
of March, 1977.

F rank W. Naylor, Jr.,
Acting Administrator, 

Farmers Home Administration.
[FR Doc.77-7558 Filed 3-14-77;8:45 am]

Food and Nutrition Service 
CASH IN LIEU OF COMMODITIES

Value of Donated Commodities for Fiscal 
Year 1977

Under section 6(b) of the National 
School Lunch Act, as amended (7 U.S.C. 
1755(b)), and the regulations govern­
ing cash in lieu of commodities (7 CFR 
Part 240) the Food and Nutrition Serv­
ice (FNS) is required to make an 
estimate as of February 15 of each fiscal 
year of the value of agricultural com­
modities and other foods that will be 
delivered during that fiscal year to States 
for school food service programs. These 
foods are made available under sections 
6(a), 9(c), and 14 of the National School 
Lunch Act, as amended, section 8 of the 
Child Nutrition Act of 1966, as amended, 
section 416 of the Agricultural Act of 
1949, as amended (7 U.S.C. 1431), and 
section 32 of the Act of August 24, 1935, 
as amended (7 U.S.C. 612c). If the esti­
mated value is less than 90 per centum 
of the value of deliveries initially pro­
grammed for the fiscal year, FNS Is re­
quired to pay to State educational agen­
cies an amount of funds equal to the dif-. 
ference between the value of food 
deliveries initially programmed and the 
estimated value, as of February 15, of 
commodities and other foods to be 
delivered during the fiscal year. If pay­
ments are required they must be made 
by March 15 of the same fiscal year.

In accordance with these requirements, 
notice is hereby given that FNS has 
completed the estimate required under 
section 6(b) and the regulations and has 
determined that the value of commod­
ities and other foods that will be de­
livered to school food service programs 
during fiscal year 1977 is not less than 
90 per centum of the value of the deliv­
eries initially programmed for this year 
Therefore, there will be no cash payment 
under section 6(b) on March 15 for fiscal 
year 1977.

Section 6(e) of the National School 
Lunch Act, as amended (7 U.S.C. 1755
(e) ), requires a minimum national aver­
age value per lunch of donated foods, 
or payment of cash in lieu thereof. For 
fiscal year 1977, this national average 
value has been established a t 11.75 cenfs 
per lunch (41 FR 29893) and, as provided 
in § 240.3(c) of the regulations, a  deter­
mination will be made as Of August 1,
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1977, whether a cash payment will be 
necessary to meet this requirement.

Dated: March 11,1977.
B ob B ergland, 

Secretary.
[FR Doc.77-7750 Filed 3-14-77;8:45 am]

[Docket No. 24660; Order 77-3-36]
OVERSEAS AND FOREIGN AIR 

TRANSPORTATION
Baggage Allowance Tariff Rules

Adopted by the Civil Aeronautics 
Board at its office in Washington, D.C. 
on the 7th day of March, 1977.

The Board’s decision in the above-cap­
tioned case, Order 76-3-81, effective 
March 13, 1976, ordered the cancellation 
of all tariff rules applicable to overseas 
and foreign air transportation which 
provide free-baggage allowances of 30 
kilograms (66 pounds) for first-class 
passengers and 20 kilograms (44 pounds) 
for economy-class passengers within one 
year from the effective date of that or­
der. The Board’s decision also disap­
proved IATA Resolution 310, effective 
the same date, to the extent that it pro­
vides for such free-baggage allowances.

I t  is the Board’s understanding that 
the carriers have recently concluded a 
new IATA agreement on this issue which 
will be submitted shortly for Board ac­
tion. In view of this development, we will 
postpone the effective date set forth in 
Order 76-3-81 for the cancellation of the 
subject tariff rules and for disapproval 
of IATA Resolution 310, until May 1, 
1977 or such earlier date as the Board 
may direct. If found acceptable, our ac­
tion here will facilitate an orderly tran­
sition from one baggage-allowance sys­
tem to another.

Accordingly, it is ordered, that: That 
portion of the Board’s decision in the 
Baggage Allowance Tariff Rules in Over­
seas and Foreign Air Transportation 
case, Docket 24869, set forth in ordering 
paragraphs 1 and 2 of Order 76-3-81, ef­
fective March 13, 1976 be and hereby is 
stayed until May 1, 1977 or such earlier 
date as the Board may direct.

This order will be published in the 
F ederal R egister.

B y the Civil Aeronautics Board.
P hy llis  T . K aylor,

Secretary.
[FR Doc.77-7583 Filed 3-14-77:8:45 am]

CIVIL AERONAUTICS BOARD
[Docket No. 30447; Order 77-3-37]
BUSINESS AIR SERVICES LTD.

Statement of Tentative Findings and Con­
clusions and Order to Show Cause Re­
garding Foreign Air Carrier Permit
Adopted by the Civil Aeronautics 

Board at its office in Washington, D.C* 
on the 7th day of March 1977.

By application filed February 8, 1977,1 
Business Air Services Limited (Business

1A copy of the application lias been trans­
mitted to the President of the United States 
In accordance with the requirements of sec­
tion 801 of the Act.

NOTICES

Air Services) requests a foreign air car­
rier permit to engage in charter foreign 
air transportation with respect to per­
sons and their accompanying baggage, 
and planeload charter foreign air trans­
portation with respect to property, be­
tween any point or points in Canada and 
any point or points in the United States, 
utilizing “small aircraft’’2 pursuant to 
the Nonscheduled Air Service Agreement 
executed on May 8,1974, by the Govern­
ments of the United States and Canada.
F itness of Applicant for a F oreign Air 

Carrier P ermit

Business Air Services was incorporated 
under the Business Corporations Act of 
Ontario on September 10, i976. The Air 
Transport Committee of the Canadian 
Transport Commission has issued the 
company license No. A.T.C. 560/76 (CF), 
a class 9-4 license which authorizes the 
holder to operate international charter 
commercial air services from a base at 
Goderich, Ontario. The licensee is re­
stricted in its operations to the use of 
Group C aircraft.® The Canadian De­
partment of Transport, Civil Aviation 
Branch, has issued Business Air Services 
Operating Certificate Number 3756 which 
certifies that the carrier, is adequately 
equipDed and able to conduct a safe 
operation.

Business Air Services was issued its 
Operating Certificate by the Canadian 
Department oi Transport on January 13, 
1977 and has therefore not had sufficient 
revenue experience to produce a profit 
and loss statement. The carrier estimates 
that during its first year of operations it 
will have total operating revenues of 
$557,500, and total operating expenses of 
$532,613 resulting in an operating income 
of $24,887.

In its application, the carrier states 
•that it proposes to make two aircraft 
available for charters to the United 
States: (1) A Learjet 25B, seating capac­
ity of eight, and a maximum authorized 
takeoff weight-of 15,000 pounds, and (2) 
a Beechcraft C-90, seating capacity of 
six, and a maximum authorized takeoff 
weight of 9,650 pounds. The applicant has 
had no safety or tariff violations.

“P ublic I nterest” in  Award of the 
Authority  Sought -

The applicant relies upon the Non­
scheduled Air Service Agreement signed 
by the Governments of Canada and the 
United States on May 8, 1974, as the 
basis fof* the grant of the requested au­
thority. By diplomatic note No. 58, dated 
February 8, 1977/ the Government of 
Canada designated the applicant under

* “Small aircraft” are defined by the Non­
scheduled Air Service Agreement as aircraft 
which are not “large aircraft.” “Large air­
craft” are defined as aircraft having both 
(a) a maximum passenger capacity of more 
than 30 seats or a maximum payload capacity 
of more than 7,500 pounds, and (b) a maxi­
mum authorized takeoff weight on wheels 
greater than 35,000 pounds.

* Under Canadian Air Transport Committee 
regulations, Group C consists of aircraft hav­
ing a maximum authorized takeoff weight on 
wheels over 7,000 pounds but not greater than 
18,000 pounds.

* See Docket 26473.

the Agreement to perform charter serv­
ices with small aircraft.

Ow nership and Control of the 
Applicant

The officers of the corporation are Mr.
B. A. Sully, President and Director; Mr.
J. C. Freeman, Secretary, Treasurer, and 
Director; Mr. E. G. Squires, Vice Presi­
dent and Director; and'Mr. J. McKeown, 
Vice President and Director. All of the" 
officers are Canadian citizens. The sole 
shareholder of Business Air Services is 
Mr. B. A. Sully who is also President of 
the company. The carrier’s debt is held 
entirely by the Bank of Montreal, a 
Canadian charter bank with its head 
office in Montreal, Quebec, Canada.

The applicant states that no officer, di­
rector, or stockholder of the carrier holds 
stock, or any other interest in any U.S. 
air carrier, any Canadian or foreign air 
carrier, any person engaged in a phase of 
aeronautics, any common carrier, or in 
any person whose principal business is 
the holding of stock in, or control of any 
such entities.

In view of the foregoing and all the 
facts of record, the Board tentatively 
finds and concludes:

1. That Business Air Services Limited 
is substantially owned and effectively 
controlled by nationals of Canada;

2. That it is in the public interest to 
issue a foreign air carrier permit for 
small aircraft operations to Business Air 
Services Limited authorizing it to engage 
in charter foreign air transportation with 
small aircraft with respect to persons 
and their accompanied baggage and 
planeload charters of property between 
any point or points in Canada and any 
point or points in the United States;

-3. That the public interest requires that 
the exercise of the privileges granted by 
said permit shall be subject to the terms, 
conditions, and limitations contained in 
the specimen form of permit attached to 
this order, and to such other reasonable 
terms, conditions, and limitations re­
quired by the public interest as may from 
time to time be prescribed by the Board;

4. That Business Air Services Limited 
is fit, willing, and able properly to per­
form the above-described foreign air 
transportation and to conform to the 
provisions of the Act and the rules, 
regulations, and requirements of the 
Board thereunder;

5. That except to the extent granted 
herein, the application of Business Air 
Services Limited in Docket 30447 should 
be denied; and

6. That an evidentiary hearing is not 
required in the public interest.

Accordingly, it is ordered, That: 1. All 
interested persons be and they hereby 
are directed to show cause why the Board 
should not make final the tentative find­
ings and conclusions stated herein, and 
why a foreign air carrier permit in the 
form of the specimen permit attached to 
this order should not, subject to the ap­
proval of the President pursuant to 
section 801 of the Act, be issued to Busi­
ness Air Services Limited;

2. Any interested person having ob­
jection to the issuaiice, without hearing, 
of an order making final the tentative 
findings and conclusions stated herein
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shall file a statement of objections sup­
ported by evidence within 21 days after 
the service of this order. If an evidenti­
ary hearing is requested, the objection 
should state in detail why such hearing 
is considered necessary and what rele­
vant and material facts would be ex­
pected to be established through such 
hearing which cannot be established in 
written pleadings;

3. If timely and properly supported ob­
jections are filed, further consideration 
will be accorded the matters and issues 
raised by the objections before further 
action is taken by the Board;5

4. In the event no objections are filed, 
all further procedural steps will be 
deemed to have been waived, and the 
Board may proceed to enter an order in 
accordance with the tentative findings 
and conclusions set forth herein; and

5. Copies of this order shall be served 
upon Business Air Services Limited and 
the Ambassador of Canada in Washing­
ton, D.C.

This order will be published in the 
Federal R egister and will be transmitted 
to the President.

By the Civil Aeronautics Board.
P hyllis T. K aylor,

Secretary.
S p e c i m e n  P e r m i t

PERM IT TO FO REIG N  AIR CARRIER FOR SMALL 
AIRCRAFT OPERATIONS

Business Air Services Limited is hereby 
authorized, subject to the provisions herein­
after set forth, the provisions of the Federal 
Aviation Act of 1958 and the orders, rules, 
and regulations issued thereunder, to engage 
in charter foreign air transportation as fol­
lows:

Charter flights with respect to persons and 
their accompanied baggage, and planeload 
charter flights with respect to property, be­
tween any point or points in Canada and any 
point or points in the United States.

The holder shall be authorized to perform 
those types of charters originating in Canada 
as are now, or may hereafter be, prescribed 
for carriage by small aircraft in Annex B(III) 
(B) of the Nonscheduled Air Service Agree­
ment between the United States and Canada, 
signed May 8, 1974, including any amend­
ments, supplements, reservations, or super- 
sessions to that Agreement : Provided, That 
any such charters may be performed only to 
the extent authorized by the Air Carrier Reg­
ulations of the Canadian Transport Com­
mission applicable to operations by small air­
craft, and the authority of the holder to 
perform such charters shall be subject to 
those Regulations.1 The authority of the 
holder to perform United States-originating 
charters shall, in accordance with Annex 
B (ni)(A ) of such Nonscheduled Air Service 
Agreement, be limited to commercial air 
transportation of passengers and their ac­
companied baggage, and property, on a time, 
mileage or trip basis, where the entire plane­
load capacity of one or more aircraft has been

* Since provision is made for the filing of 
objections to this order, petitions for recon­
sideration will not be entertained.

1 Annex B(III)(B) presently authorizes 
Canadian-originating small aircraft charters 
of the types prescribed in section (II) (B ); 
but only to the extent applicable to small 
aircraft pursuant to Canadian Transport 
Commission Regulations. The applicable 
types of charters presently authorized are: 
Single Entity Passenger, Single Entity Prop- 
erty, Pro Rata Common Purpose, and Inclu­
sive Tour. (In some instances split passenger 
charters are authorized.)

engaged by a person for his own use or by 
a person for the transportation of a group of 
persons and/or their property, as agent or 
representative of such groups, or such small 
aircraft operations as may be authorized 
pursuant to any amendment, supplement, 
reservation or supersession to that Agree­
ment.

This permit shall be subject to the follow­
ing terms, conditions, and limitations:

(1) In the performance of the charter op­
erations authorized by this permit, the 
holder shall not use “large aircraft” as de­
fined in Annex A(I) (A) of the Nonscheduled 
Air Service Agreement between the United 
States and Canada, signed May 8, 1974, in­
cluding amendments, supplements, reserva­
tions, or supersessions to that Agreement.

(2) The holder shall not engage in foreign 
air transportation between the United States 
and any point or points, other than a point 
or points in Canada, or transport any prop­
erty or persons whose journey, includes a 
prior, subsequent, or intervening movement 
by air (except for the movement of passen­
gers independently of any group) to or from 
a point not in the United States or Canada: 
Provided, That the Board may, upon appli­
cation by the holder, or by regulation, au­
thorize the performance of charters where 
such movements are involved.

(3) The holder shall not perform United 
States-originating charter flights which at 
the end of any calendar quarter would re­
sult in the aggregate number of all United 
States-originating charter flights performed 
by the holder on or after May 8, 1974 ex­
ceeding by more than one-thirds the aggre­
gate number of all Canadian-originating 
charter flights performed by the holder on 
or after May 8, 1974: Provided, That the 
Board may authorize the performance of 
charters not meeting the requirements set 
forth. For the purpose of making such com­
putation the following shall apply:

(a) A charter shall be considered to origi­
nate in the United States (or Canada) if the 
passengers or property are first taken oh 
board in that country, and shall be consid­
ered as one flight whether the charter be 
one-way, round-trip, circle tour, or open 
jaw, even if a separate contract is entered 
into for a return portion of the charter 
trip from Canada (or the United States).

(b) The computation shall be made sepa­
rately for (i) “small aircraft” flights of per­
sons; and (ii) “small aircraft” flights of 
property.

(c) In the case of a lease of aircraft with 
crew for the performance of a charter flight 
on behalf and under the authority of an­
other carrier, the flight shall be included in 
the computation if the holder is the lessee, 
and shall not be included if the holder is the 
lessor.

(d) There shall be excluded from the 
computation:

(i) Flights utilizing aircraft having a max­
imum authorized takeoff weight on wheels 
(as determined by Canadian Transport Com­
mission Regulations) not greater than 18,000 
pounds; and

(ii) Flights originating at a United States 
terminal point of a route authorized pursu­
ant to the Air Transport Services Agreement 
between the United States and Carfada, 
signed January 17, 1966, as amended, or any 
agreement which may supersede it, or any 
supplementary agreement thereto which es­
tablishes obligations or privileges thereun­
der (if, pursuant to any such agreement, the 
holder also holds a foreign air carrier permit 
authorizing individually ticketed or individ­
ually waybilled service over such route, and 
provides some scheduled service on any route 
pursuant to any such agreement), when such 
flights serve either (a) a Canadian terminal 
point on such route, or (b) any Canadian in­
termediate point authorized for service on 
such route by such foreign air carrier permit.
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(4) The holder may grant stopover privi­
leges at any point or points in the United 
States only to passengers and their accompa­
nied baggage moving on a Canadian-origi­
nating flight operating under a contract for 
round-trip charter transportation to be pro­
vided solely by the holder and as to which 
the same aircraft stays with the passengers 
throughout the journey: Provided, That the 
Board may authorize the performance of 
charters not meeting the requirements set 
forth.

(5) The Board, by order or regulation and 
without hearing, may require advance ap­
proval of individual charter trips conducted 
by the holder pursuant to the authority 
granted by this permit, if it finds such action 
to be required in the public interest.

(6) The holder shall conform to the air­
worthiness and airman competency require­
ments prescribed by the Government of 
Canada for Canadian international air 
service.

(7) This permit shall be subject to all ap­
plicable provisions of any treaty, convention, 
or agreement affecting international air 
transportation now in effect, or that may be­
come effective during the period this permit 
remains in eiffect, to which the United States 
and Canada shall be parties.

(8) This permit shall be subject to the con­
dition that the holder shall keep on deposit 
with the Board a signed counterpart of CAB 
Agreement 18900, an agreement relating to 
liability limitations of the Warsaw Conven­
tion and the Hague Protocol approved by 
Board Order E-23680, May 13, 1966, and a 
signed counterpart of any amendment or 
amendments to such agreement which may 
be approved by the Board and to which the 
holder becomes a party.

(9) The holder (1) shall not provide for­
eign air transportation under this permit un­
less there is in effect third-party liability 
insurance in the amount of $1,000,000 or 
more to meet potential liability claims which 
may arise in connection with its operations 
under this permit, and unless there is on file 
with the Docket Section of the Board a state­
ment showing the name and address of the 
insurance carrier and the amounts and lia­
bility limits of the third-party liability in­
surance provided, and (2) shall not provide 
foreign air transportation with respect to 
persons unless there is in effect liability in­
surance sufficient to cover the obligations as­
sumed in CAB Agreement 18900, and unless 
there is on file with the Docket Section of 
the Board a statement showing the name and 
address of the insurance carrier and the 
amounts and liability limits of the passenger 
liability insurance provided. Upon request, 
the Board may authorize the holder to sup­
ply the name and address of an insurance 
syndicate in lieu of the names and addresses 
of the member insurers.

(10) By accepting this permit, the holder 
waives any right it may possess to assert any 
defense of sovereign immunity from suit in 
any action or proceeding instituted against 
the holder in any court or other tribunal in 
the United States (or its territories or pos­
sessions) based upon any claim arising out of 
operations by the holder under this permit.

The exercise of the privileges granted by 
this permit shall be subject to such other 
reasonable terms, conditions, and limitations 
required by the public interest as may from 
time to time be prescribed by the Board.

This permit shall become effective on 
----------------- Unless otherwise termi­
nated. at an earlier date pursuant to the 
terms of any applicable treaty, conven­
tion, or agreement, this permit shall 
terminate (1) upon the effective date 
of any treaty, convention, or agreement, 
or amendment thereto, which shall have 
the effect of eliminating the charter for­
eign air transportation hereby author­
ized from the transportation which may 
be operated by carriers designated by
5, 1977



14140 NOTICES

the Government of Canada (or In the 
event of the elimination of part of the 
charter foreign air transportation hereby 
authorized, the authority granted herein 
shall be terminated to the extent of such 
elimination), or (2) upon the effective 
date of any permit granted by the Board 
to any other carrier designated by the 
government of Canada in lieu of the 
holder hereof, or (3) upon the termina­
tion or expiration of the Nonscheduled 
Air Service Agreement between the 
United States and Canada, signed May 8, 
1974: Provided, however, That clause (3) 
of this paragraph shall not apply if, 
prior to the occurrence of the event spec­
ified in clause (3) , the operation of the 
foreign air transportation herein author­
ized becomes the subject of any treaty, 
convention, or agreement to which the 
United States and Canada are or shall 
become parties.

In witness whereof, the Civil Aeronau­
tics Board has caused this permit to be 
executed by the Secretary of the Board, 
and the seal of the Board to be affixed 
hereto, on the-----------------

Secretary.
Issuance of this permit to the holder ap­

proved by the President of the United States
o n _____________________________ _______
i n _____________ __________ _____ _________

[PR Doc.77-7584 Piled 3-14-77;8:45 am]

[Docket No. 27573, Agreement C.A.B. 26467 
R -l and R-2; Order 77-3-29]

INTERNATIONAL AIR TRANSPORT 
ASSOCIATION

Specific Commodity Rates; Agreement 
Adopted

Issued under delegated authority 
March 4,1977.

An agreement has been filed with the 
Board pursuant to section 412(a) of the 
Federal Aviation Act of 1958 (the Act) 
and Part 261 of the Board’s Economic 
Regulations between various air carriers, 
foreign air carriers, and other carriers 
embodied in the resolutions of the Joint 
Traffic Conferences of the International 
Air Transport Association (IATA), and 
adopted pursuant to the provisions of 
Resolution 590 dealing with specific 
commodity rates.

The agreement names an additional 
specific commodity rate reflecting re­
ductions from general cargo rates, and 
cancels another specific commodiity rate 
as set forth below; and was adopted 
pursuant to unprotested notice to the 
carriers and promulgated in an IATA 
letter dated February 16, 1977.

Agreement SpecificC.A.B; commodity Description and rate item No.
R-l___ 1024 Fish, live, inedible, includingaquarium articles such as coral, weed, fish food— ex­cluding aquariums and aquarium appliances 3S7 c/kg, minimum weight 200 kg. from Singapore to Los Angeles, cancellation.
R-2____ 8207 Musical instruments, 276c/kg,minimum weight 100 kg.; 227c/kg, minimum weight 200 kg. From Delhi to New 

York.

Pursuant to authority duly delegated 
by the Board in the Board’s Regulations, 
14 CFR 385.14, it is not found that the 
subject agreement is adverse to the pub­
lic interest or in violation of the Act, 
provided that approval is subject to the 
conditions hereinafter ordered.

Accordingly, it is ordered, that:
Agreement C.AJ3. 26467, R -l and R-2, 

is approved, provided that (a) approval 
shall not constitute approval of the 
specific commodity descriptions con­
tained therein for purposes of tariff pub­
lications; (b) tariff filings shall be 
marked to become effective on not less 
than 30 days’ notice from the date of 
filing; and (c) where a specific com­
modity rate is published for a specified 
minimum weight at a level lower than 
the general commodity rate applicable 
for such weight, and where a general 
commodity rate is published for a 
greater minimum weight at a level lower 
than such specific commodity rate, the 
specific commodity rate shall be ex­
tended to all such greater minimum 
weights at the applicable general com­
modity rate level.

Persons entitled to petition the Board 
for review of this order, pursuant to the 
Board’s Regulations, 14 CFR 385.50, may 
file such petitions within ten days after 
the date of service of this order.

This order shall be effective and be­
come the action of the Civil Aeronautics 
Board unless within such period a peti­
tion for review is filed or the Board gives 
notice that it will review this order on its 
own motion.

This order will be published in the 
F ederal R egister.

J ames L. D eegan,
Chief, Passenger and Cargo Rates 

Division, Bureau of Economics.
P hy llis  T. K aylor,

Secretary.
[FR Doc.77-7579 Filed 3-14-77; 8:45 am]

[Docket No. 27573 Agreement C.A.B. 26482 
R -l through R-4; Order 77-3-49]

INTERNATIONAL AIR TRANSPORT 
ASSOCIATION

Specific Commodity Rates; Agreement
Issued under delegated authority 

March 8, 1977.
An agreement has been filed with the 

Board pursuant to section 412(a) of the 
Federal Aviation Act of 1958 (the Act) 
and Part 261 of the Board’s Economic 
Regulations between various air carriers, 
foreign air carriers, and other carriers, 
embodied in the resolutions of the Traf­
fic Conferences of the International Air 
Transport Association (IATA), and 
adopted pursuant to the provisions of 
Resolution 590 dealing with specific 
commodity rates.

As set forth in the attachment, the 
agreement adds two specific commodity 
rates under existing specific commodity 
descriptions, and adds two new rates 
with two new specific commodity de­
scriptions, all reflecting reductions from 
general cargo rates. The agreement was

adopted pursuant to unprotested notices 
to the carriers and promulgated in an 
IATA letter dated February 24, 1977.

Pursuant to authority duly delegated 
by the Board in the Board’s Regulations, 
14 CFR 385.14, it is not found that the 
subject agreement is adverse to the pub­
lic interest or in violation of the Act, 
provided that approval is subject to the 
conditions hereinafter ordered.

Accordingly, if is ordered, That: 
Agreement C.A.B. 26482, R -l through 
R-4, is approved, provided that (a) ap­
proval shall not constitute approval of 
the specific commodity descriptions con­
tained therein for purposes of tariff 
publications; (b) tariff filings shall be 
marked to become effective on not less 
than 30 days’ notice from the date of 
filing; and (c) where a specific com­
modity rate is published for a specified 
minimum weight a t a level lower than 
the general commodity rate applicable 
for such weight, and where a general 
commodity rate is published for a 
greater minimum weight a t a level lower 
than such specific commodity rate, the 
specific commodity rate shall be ex­
tended to all such greater minimum 
weights at the applicable general com­
modity rate level.

Persons entitled to petition the Board 
for review of this order, pursuant to the 
Board’s Regulations, 14 CFR 385.50, may 
file such petitions within ten days after 
the date of service of this order.

This order shall be effective and be­
come the action of the Civil Aeronautics 
Board unless within such period a peti­
tion for review is filed or the Board gives 
notice that it will review this order on its 
own motion.

This order will be published in the 
F ederal R egister.

J ames L. D eegan,
Chief, Passenger and Cargo Rates 

Division, Bureau of Economics.
P hy llis  T . T aylor, 

Secretary.

Agreement SpecificC.A.Bj commodity Description and rate item No.

26482R-l__ _ 1403 Cut flowers, foliage and cut­tings, 187c/kg, minimum weight 500 kg. From Miami to Tokyo.R-2____ 2865 Carpets and nigs, 185c/kg,‘minimum weight 500 kg: 174c/kg, » minimum weight 1,000 kg. From Tehran to New York.R-3____ 8370 Lenses, frames and sun glasses,260c/kg, minimum weight500 kg. From Mauritius to 
New York.R-4____ 9516 Handicraft products, namelytextiles, metal, wood, straw, leather, clay, wicker, onyx, mother-of-pearl- and glass articles, 251c/kg, minimum weight 200 kg. From Manila 
to Los Angeles.

1 Expires June 30,1977.* To continue in effect after July 1,1977.
[FR Doc.77-7580 Filed 3-14-77;8:45 am]
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[Docket No. 29123, Agreement C.A.B. 26484,
Docket 27592, Docket 29123, Agreement
C.A.B. 26485; Order 77-3-48]

INTERNATIONAL AIR TRANSPORT 
ASSOCIATION

Passenger Fares and Currency Matters;
Agreement Adopted

Issued under delegated authority 
March 8, 1977.

Agreements have been filed with the 
Board pursuant to section 412(a) of the 
Federal Aviation of 1958 (the Act) and 
Part 261 of the Board’s Economic Regu­
lations between various air carriers, 
foreign air carriers, and other carriers 
embodied in the resolutions of Traffic 
Conference 2 of the International Air 
Transport Association (LATA). Agree­
ment CA.B. 26484 was adopted by mail 
vote; Agreement CA.B. 26485 was 
adopted at the Composite Traffic Con­
ference held in Cannes, France during 
February 1977.

Agreement C.A.B. 26484 would amend 
various resolutions of the TC2 Limited 
Agreement (Middle East-Africa) to ex­
tend the limited agreement to include 
Ethiopia. Agreement C.A.B. 26485 would 
establish reduction factors on local sell­
ing fares between points within Europe, 
and is intended to relate local currency 
selling fares more closely to fluctuating 
foreign exchange values.

We will approve the agreements inso­
far as they affect fares that are com- 
binable with fares to/from the United 
States and thus have indirect application 
in air transportation as defined by the 
Act. “

Pursuant to authority duly delegated 
by the Board’s Regulations, 14 CFR 
385.14, it is not found that Agreements
C.A.B. 26484 and C.A.B. 26485 are ad­
verse to the public interest or in violation 
of the Act, provided that approval is 
subject, where applicable, to conditions 
previously applied by the Board.

According, i t  is ordered That: Agree­
ments C.A.B. 26484 and C.A.B. 26485 be 
and hereby are approved.

Persons entitled to petition the Board 
for review of this order, pursuant to the 
Board’s Regulations, 14 CFR 385.50, may 
file such petitions within ten days after 
the date of service of this order.

This order shall be effective and be­
come the action of the Civil Aeronautics 
Board upon expiration of the above 
period, unless within such period a peti­
tion for review thereof is filed or the 
Board gives notice that it will review 
this order on its own motion.

This order will be published in the 
Federal R egister.

James L .D eegan, 
Chief, Passenger and Cargo 

Rates Division, Bureau of 
Economics.

P hyllis T. K aylor, 
Secretary.

[F R  Doc.77-7581 Piled 3-14-77;8:45 am ]

[Docket No. 27573, Agreement C.A.B. 25719, 
Rr-7; Order 77-3-39]

INTERNATIONAL AIR TRANSPORT 
ASSOCIATION

Agreement on Cargo Rates; Order on 
Reconsideration

Adopted by the Civil Aeronautics 
Board a t its office in Washington, D. C. 
on the 7th day of March, 1977.

By Order 76-9-13, September 2, 1976, 
the Board generally approved an agree­
ment among the carrier members of the 
International Air Transport Association 
(IATA) to establish North/Central 
Pacific cargo rates through September 
30, 1977. Included in the subject IATA 
resolutions was Resolution 501a (“Small 
Package Service”) establishing rates for 
expedited service on small packages sat­
isfying certain characteristics (total 
weight not to exceed 15 kgs., total value 
not to exceed $250 and total size not to 
exceed the sum of 56 inches). The Board 
conditioned its approval of the resolution 
by stipulating that “the maximum value 
of such shipments shall not be less than 
$300,” in order to insure compliance with 
the standards of carrier liability under 
the Warsaw Convention i.e„ $20.00/kg. 
($9.07/lb.). I t  was evident that under cer­
tain circumstances, such as a 15 kg. ship­
ment, Resolution 501a may have been 
interpreted as limiting liability to only 
$16.67/kg.

Pan American World Airways, Inc. 
(Pan American) has filed a  petition for 
reconsideration of the Board’s order, re­
questing that the condition placed on 
Resolution 501a be removed. In support 
of its petition, Pan American submits 
that the $250 value limit was not in­
tended to limit liability, but rather to re­
strict the type of traffic which would be 
transported on small package service to 
insure its expedited handling and car­
riage; that U.S. Customs regulations are 
considerably more onerous for shipments 
valued over $250 and cause considerable 
delay in tran sit;1 and that the Board’s 
condition is not necessary to insure com­
pliance with the Warsaw Convention 
which has the force of law in any event 
and prescribes a minimum liability with­
out regard to Board or carrier action.

The Board has concluded to deny the 
petition. We believe Pan American has 
misread the intent of our condition on 
the resolution. In stipulating that “the 
maximum value of such shipments shall 
not be less than $300” we were referring 
to the value for purposes of carrier lia­
bility to avoid situations where the max­
imum value-a carrier imposed for pur­
poses of determining acceptability for 
carriage might be interpreted as excus­
ing him from the usual liability under 
Warsaw. By our condition we intended 
only to remove any potential discord

1 Pan. American states that shippers need 
not secure an export license for shipments 
valued under $250; and that imports valued 
under $250 are permitted “informal” clear­
ance which takes only minutes.

between Warsaw and tariff provisions 
which were based on Resolution 501a, 
and to clarify the continued application 
of Warsaw.

The standard airway bill has separate 
boxes for “declared value for carriage” 
and “declared value for customs.” The 
shipper commonly declares different 
values for carriage as opposed to cus­
toms, due to inclusion of transportation 
charges and such ancillary items as 
agents and brokers’ fees, destination 
charges and cartage, and valuation 
charges. If for some technical reason 
such as Customs Regulations Pan Ameri­
can wishes to limit carriage under its 
small package tariff to shipments valued 
for U.S. Customs at no more than $250, 
it is free to do so.8

Accordingly, if is ordered, That: The 
petition of Pan American World Airways, 
Inc. for reconsideration of Order 76-9- 
13 be and hereby is denied.

This order will be published in the 
F ederal R egister.

By the Civil Aeronautics Board.
Phyllis T. K aylor, 

Secretary.
[PR Doc.77-7582 Piled 3-14-77;8:45 am]

[Docket No. 29123; Order 77-3-54]
INTERNATIONAL AIR TRANSPORT 

ASSOCIATION
Order Regarding North and Mid-Atlantic 

Passenger Fares
Adopted by the Civil Aeronautics Board 

a t its office in Washington, D.C., on the 
9th day of March 1977.

Agreements have been filed with the 
Board pursuant to section 412(a) of the 
Federal Aviation Act of 1958 (the Act) 
and Part 261 of the Board’s Economic 
Regulations between various air carriers, 
foreign air carriers, and other carriers 
embodied in the resolutions of the Traffic 
Conferences of the International Air 
Transport Association (IATA). The 
agreements adopted at conferences held 
in Miami in September/October 1976 and 
in Geneva in December 1976, would es­
tablish air fares over the Mid and North 
Atlantic for the period from April 1, 
1977 through March 31, 1978. The North 
Atlantic-Europe agreement was filed 
with the Board on January 14, 1977.

T he Agreements

As set forth in more detail in Appen­
dices I and II, fares from New York to 
London would be increased in varying 
amounts ranging up to 17 percent; and 
fares from Miami to London would be 
increased in amounts ranging up to 25 
percent. Fares from New York to Paris 
would be increased in varying amounts 
up to 19 percent; fares to Rome would 
be increased up to 14 percent. The pres-

•We would expect any tariffs filed to im­
plement the resolution to indicate that the 
$250 limitation is for Customs purposes.
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ent three-season structure, which has 
been applicable to a number of fares for 
many years, would be revised to a two- 
season structure, with the peak season 
extended by one month.1 The one excep­
tion to the two-season structure relates 
to the advance-purchase excursion fares 
(APEX), which would be subject to a 
peak-of-peak surcharge of $20 (one­
way) for eastbound travel in July and 
for westbound travel in August. Existing 
weekend surcharges would continue to 
apply, as would various conditions im­
posed on travel at the various discount 
fares, with the exception of APEX and 
group inclusive-tour fares. The carriers 
propose that the advance-purchase re­
quirement of the APEX fare for U.S.- 
originating traffic be reduced from the 
present 60 days to 45 days prior to travel. 
In addition, effective October 1, 1977, 
the present 22-45-day length-of-stay re­
quirement would be extended to 14-45 
days. As for the group inclusive-tour 
fares, the carriers propose that their 
availability be extended by reducing the 
minimum group size from 10 or more 
passengers to groups of five or more. 
Pares over the Mid-Atlantic between San 
Juan, Puerto Rico and Europe would be 
increased in amounts ranging from five 
to nine percent.

By Order 77-1-11, January 4,1977, the 
Board directed the three U.S. carriers 
providing North Atlantic passenger air 
service to submit detailed economic jus­
tification in support of the agreements. 
In  addition to the customary economic 
justification, the Board ordered that they 
specifically address the proposed first- 
class fares which would reflect a very 
high level relative to the proposed nor­
mal economy fares, and to demonstrate 
why approval of first-class fare increases 
is warranted in view of the unresolved 
matter of the excess-baggage charge. 
The carriers were also directed to pro­
vide full economic support for any in­
crease in normal economy fares which, 
the Board has noted, are already exces­
sive in relation to cost and are therefore 
cross-subsidizing low-rated fares a t the 
other end of the spectrum; a detailed 
explanation of the proposed change in 
conditions applicable to the APEX fares 
and the proposed reduction in the mini­
mum size of groups eligible for travel on 
the group inclusive-tour fare; and the 
rationale behind the proposed increase in 
Miami fares in light of the earnings po­
sition of National Airlines, Inc. (Na­
tional) . A summary of the carriers’ justi­
fications with respect to each of these 
issues is set forth below.

Carrier J ustification 
OVERALL ECONOMIC RESULTS

The carriers’ present and forecast eco­
nomic results, both with and without the 
proposed increases, are set forth in de­
tail in Appendix III, with the highlights 
summarized below.

1 The peak season for U.S.-originating 
traffic is presently June through August. The 
agreement contemplates a peak season run­
ning from May 15 to September 15.

SCHEDULED PASSENGER SERVICES 
___________ (000)

Tear ‘Year Ending March 31. 1978
.Ending at present at propose<
9/30/76 fares fares

NATIONAL

Revenues $ 19,259 $ 32,841 $ 34,478
Expenses 16,684 26,310 26,310
Operating Profit 2,575 6,531 8,179
ROI 2 1/ 5.1 -, 9.5 11.6
RPM 2/ 316,692 528,314 528,314
ASM 3/ , 542,531 1,034,613 1,034,613
Passenger Load Factor 58.4 2 51.1 2 51.1 :

PAN AMERICAN

Revenues $ 445,696 $ 513,047 $ 525,856
Expenses 439,366 404,319 494,988
Operating Profit 11,330 18,728 30,868
ROI 2 4.5 5.6 7.7
RPM 6,059,011 6*901,600 6,799,699
ASM 10,777,842 12,205,500 12,205,500
Passenger Load Factor 56.2 2 •v 56.5 2 55.7

TWA

Revenues $ 516,830
Expenses 456,131
Operating Profit 60,699
ROI 2 20.0
RPM 6,919,000
ASM 11,760,000
Passenger Load Factor 58.8 %

i f  Rate of Return on Investment 
2/ Revenue passenger-miles 
3/ Available seat-miles

National notes that, during the strike- 
affected year ending September 30, 1976, 
its earnings were considerably below the 
Board’s 12-percent guideline and that, 
even with the proposed increases, it an­
ticipates a return on investment (ROI) 
of 11.6 percent. National contends that 
its traffic estimate is based upon a strike- 
adjusted trend line increase and a re­
gaining of market share in the forecast 
period, in addition to normal market 
growth.

Pan American World Airlines, Inc. 
(Pan American) projects, for the fore­
cast year ending March 31, 1978, an im­
provement in its return on investment 
from 4.48 percent to 5.57 percent under 
present fares, and to 7.73 percent under 
the proposed fares. The latter projection 
reflects some traffic loss resulting from 
its application of a factor for the price 
elasticity of demand which it alleges 
would result from the fare increases. The 
carrier projects a slight improvement in 
passenger load factor, from 56.2 to 56.5 
percent with continuation of present 
fare levels, and a decline to 55.7 percent 
under the proposed fares.

In recognition of its historical ROI of
20.0 percent, Trans World Airlines, Inc. 
(TWA) points out that consideration 
must be given to the composition of its 
current fleet in terms of age and owner­
ship versus lease, bearing in mind the

$ 557,229 $ 598,399
543,856 545,595
33,373 52,804
11.2 16.8

7,440,000 7,420,000
13,055,000 13,055,000

57.0 2 56.8 %

impending need to replace aircraft and 
the large capital requirement this will en­
tail. TWA notes that its B-707 aircraft 
average 11 years in age and are becoming 
relatively uneconomic operationally, and 
increasingly so, due to their relatively 
high cost per available seat-mile, their 
lower fuel efficiency, and the increasing 
cost of their maintenance. TWA also 
notes that a very high portion of its fleet 
operated in international service is 
leased, that its recent success in trans­
atlantic service follows a period of losses 
and a totally unsatisfactory ROI, and 
that no fair and reasonable ROI guide­
line has been determined for interna­
tional service. TWA alleges that use of 
the 12-percent domestic ROI standard 
for evaluation of international services 
is not economically sound as a ratemak­
ing approach.

All three carriers allege that the pro­
posed package, aside from the increased 
revenue which it would produce, com­
ports with the Board’s views toward 
simplification of the fare structure by 
generally reducing the present three- 
season structure toa two-season struc­
ture. All also contend that the increases 
in operating expenses projected for the 
forecast period reflect increases actually 
contracted for. However, TWA has an­
ticipated expenses for aircraft fuel to re­
flect the impact of OPEC’s assumed pnce
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increases. Pan American’s projection, on 
the other hand, assumes price levels as 
of Décember 1976.2

FIRST-CLASS FARES

National contends that the Board’s 
concern with the inter-relationship be­
tween an increase in first-class fares and 
the yet-to-be-resolved excess-baggage 
charge is unwarranted. It argues that 
the U.S.-flag carriers have complied 
with the Board's Order, Order 76-6-72, 
on excess-baggage charges, and that the 
first-class passenger is receiving a value 
.of serviee far in excess of that provided 
an economy-class passenger, with meal 
costs alone almost four times, in excess 
of those for economy-fare passengers.

Pan American states that the cost 
ratio between first-class and economy 
service, based on the average área avail­
able per seat, is 2.10, and that the food 
and beverage relationship per passenger 
is about five times greater in first-class 
than in economy-class service. Pan 
American also calls attention to a re­
cently-agreed IATA resolution prohibit­
ing tiie use of any increased first-class 
fare in connection with determining 
excess-baggage charges.* Pan American 
further states that each of the U.S. car- 
riera has revised its tariffs so that excess- 
baggage charges are no longer pre­
dicated upon first-class fares. The fact 
that some foreign carriers have not 
similarly adjusted their charges simply 
demonstrates the Board’s inability to 
deal with the matter on a diplomatic 
inter-governmental basis. According to 
Pan American this shortcoming should 
not be used as a basis for penalizing the 
U.S. carriers by foreclosing an increase 
in first-class fares, particularly when 
they have complied to the best of their 
ability.

TWA states that cost allocation based 
on floor space devoted to the first-class 
and economy sections produces a first- 
class economy cost ratio of 2.18. This 
compares with a first-class/normai 
economy fare ratio of 1.87 for the' year 
ended September 1976, and of 1.94 for 
the year beginning April 1977, under the 
proposed fares. In this connection, TWA 
also cites Order 76-10-108, October 15, 
1976:

The Board has historically left the pricing 
of this first class service to the judgment of 
the carriers as to what the traffic wiU bear, 
recognizing that, as a practical matter, the 
fare level does not cover total economic cost.

With reference to the question of 
excess-baggage charges, TWA states that 
this is a highly complicated and con­
troversial issue which it has been making 
a concerted effort to resolve within 
IATA. Like Pan American, TWA cites the 
agreement reached by IATA on January 
21, 1977 in Geneva, which provides that 
the first-class fares proposed for April 1, 
1977 shall not be used as a basis for

8 A mail vote is presently being circulated 
within IATA which would increase passenger 
fares worldwide because of increased fuel 
prices.

‘ Agreement C.A.B. 26424 was filed Febru­
ary 4, 1977. "

assessing excess-baggage charges on any 
routes to/from the United States. TWA 
holds the view that the proposed in­
crease in first-class fares in justifiable 
and should hot be jeopardized by a con­
troversy not of its making.

NORMAL ECONOMY FARES

In response to the Board’s specific re­
quest for full economic support for any 
change in normal economy fares, Na­
tional merely states that the fares were 
increased with much reluctance on the 
part of some carriers in view of the 
Board’s known opinion. However, the 
negotiating process inherent in the IATA 
mechanism necessitated a small increase 
if agreement among all carriers was to 
be attained.

Pan American points out that discus- . 
sion a t the conference on this matter was 
very strained. Many of the foreign car­
riers are alleged to have held that they 
would not be dictated to by the Board 
and that, if every carrier was in need of 
additional revenue, it should come from 
all types of fares. Pan American has pro­
vided its methodology for assigning pas­
senger and baggage costs between 
normal and promotional-fare traffic, 
using “weightings” intended to reflect 
the varying restrictions and/or condi­
tions under which space is available, as 
well as the added privileges/amenities 
(e.g. stopovers) permitted certain pas­
senger categories. These weightings for 
allocation of total costs are 2.00 for first- 
class travel, 1.00 for normal economy- 
fare travel, 0.75 for excursion-fare 
traffic, and 0.50 for all other fare cate­
gories. Pan American contends that this 
is a reasonable approach to evaluation 
of the fares under review, although it 
admittedly embodies an element of 
judgment.

Excluding their espoused approach, 
Pan American alleges that, based on its 
overall average cost, its average yield of 
7.77 cents is reasonably related to cost 
plus a return element designed to pro­
duce a 12-percent ROI after taxes. The 
yield of 7.77 cents represents a compo­
site of 7.63 cents for Europe/Middle East 
service and 9.33 cents for its service to 
Africa. The differential between its Afri­
ca and Europe/Middle East yields is al­
legedly justified by the higher unit cost 
sustained by operation of B-707 equip­
ment which is used in African services, 
compared with the predominantly B-747 
services provided to the Europe/Middle 
East area. Pan American contends that 
the seat factor most reasonably related to 
normal-fare traffic, and the one which 
should therefore be applied, is 50 percent. 
Using the revenue-offset method for 
treatment of cargo, the unit cost per 
revenue passenger-mile at a 50 percent 
seat factor is 8.42 cents compared with 
the yield of 7.77 cents at the proposed 
fares, resulting in a shortfall of 7.7 per­
cent. At a 55 percent load factor, overall 
yield would exceed cost by 1.6 percent. 
On this basis, the carrier contends that 
the normal economy fares proposed are 
cost-related and should be approved.

TWA suggests that a detailed economic 
justification of normal economy fares

and their proper relationship to promo­
tional fares cannot be accomplished in 
the time-frame available prior to intro­
duction of the April 1977 “package”, and 
must await the detailed information to 
be furnished in the “Transatlantic Fare 
Investigation,” Docket 27918. TWA con­
tends that the modest increases in the 
interim (the first in 2y2 years) will in no 
way upset the basic balance among the 
various fares, and that the differential 
between normal economy fares and pro­
motional fares will be further reduced if 
the “package” is approved.

APEX FARES

All three carriers allege that the re­
laxed conditions applicable to travel on 
the APEX fare are warranted by the 
am algam ation of the competitive prob­
lems caused by corresponding fares avail­
able from Canada and by charters, 
particularly in view of the recent intro­
duction of liberalized ABC charter rules 
for travel originating in the United 
States. TWA states that the proposed 
changes will more firmly establish the 
APEX fare as the primary promotional 
fare on the Atlantic, and will assist the 
industry in achieving a more economic 
operation.

GROUP INCLUSIVE-TOUR FARES

All three carriers contend that the re­
duction from 10 to five passengers in the 
minimum group size represents progress 
toward an individual inclusive-tour fare, 
which has been sought by some carriers 
for some time. Pan American states that, 
in the absence of any total restructuring, 
the issue became difficult to resolve, since 
an individual inclusive-tour fare should 
significantly exceed the level of a similar 
fare for group travel in order not to un­
dercut other elements of the structure. 
The scale of the increase necessary, how­
ever, was not acceptable to many car­
riers. TWA states that the proposed 
change would give it greater flexibility 
in routing and consolidating tour groups, 
noting that it has frequently been forced 
to route passengers through the New 
York gateway because 10 passengers 
could not be consolidated at smaller cities 
on a given day. Approval of a reduced 
group size will smooth out the movement 
of groups over more flights and thereby 
reduce the load factor peaking that fre­
quently occurs at the present time.

COMMENTS

. The National Air Carrier Association 
(NACA) (on behalf of Overseas National 
Airways, Inc., Trans International Air­
lines, Inc., and World Airways, Inc.) 
contends that the fare agreement is ad­
verse to the public interest and should 
not be approved by the Board. At the 
very least, .the proposed increase in 
normal economy fares, and the below- 
cost APEX and group inclusive-tour 
fares, should be disapproved.

•NACA notes that, despite many and 
repeated comments by the Board, the 
agreement proposes no reduction in the 
number of discount-fare categories, and 
that the undue spread between above­
cost normal economy fares and below-

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 4 5 , 1977



14144 NOTICES

cost discount fares at the lowest end of 
the spectrum has not been substantially 
reduced. As a result, normal economy 
passengers would continue to be unfair­
ly burdened by being asked to cross-sub- 
sidize discount-fare travel, and would 
often pay fares which exceed fully-allo­
cated cost by as much as 50 percent. Con­
versely, the level of the charter-competi­
tive discount fares would continue to be 
far below cost, and would unfairly in­
jure the supplemental carriers which 
must base their fares on fully-allocated 
cost if they are to survive.

NACA points out that, as a conse­
quence of the court action which pre­
cluded a reversion to previous winter- 
season fares upon the Board’s disap­
proval of those fares proposed for the 
1976/1977 winter season, the carriers 
have reaped a windfall. To raise econ­
omy-class fares still further would 
clearly be at odds with the Board’s deter­
mination to maintain a lid on normal 
economy fares—a determination which 
it contends is still valid. NACA also con­
tends that, despite the Board’s past ad­
monishment that the economics of full 
planeload charters simply cannot be 
equated with those of scheduled service, 
the APEX and GIT fares continue to be 
set at levels far below cost, with only 
small increases proposed which are 
barely sufficient to keep pace with in­
creased operating costs. Finally, NACA 
states that the proposed liberalized con­
ditions applicable to travel on the APEX 
and GIT fares would broaden their avail­
ability and have an increasingly adverse 
impact on the charter carriers in view of 
the steadily declining transatlantic m ar­
ket and poor overall financial results of 
the industry.

Donald L. Pevsner, Esquire, has filed 
comments in which he objects to the 
proposed expansion of the peak-season 
period, citing the fact that the recent 
court action has already created a two- 
season structure and that, consequently, 
winter-season fares no longer exist. Any 
attempt to expand application of the 
highest-season fare level must not be 
tolerated; nor can the proposed exten­
sions of May 15-31 and September 1-15 
be construed as a reasonable definition 
of the peak period. Mr. Pevsner contends 
that the proposed increase in the 22/45 
day excursion fare is excessive, unjust 
and unreasonable; that the “peak-of- 
peak” surcharge proposed for the APEX 
fare is hot required in view of the pro­
posed increase in the peak-season fare, 
which should be considered ample; that 
no increase should be permitted in the 
Miami-London market since National’s 
return on investment is already exces­
sive; and that the proposed increase in 
first-class fares should be disapproved 
because of their relationship to the 
excess-baggage charge impasse.

REPLY COMMENTS
NACA, in its response to the justifica­

tions of Pan American and TWA, main­
tains that the proposed normal economy 
fares are excessive in relation to cost, 
while the APEX and GIT fares are below

cost and would have a singificant ad­
verse impact upon charter services.

NACA alleges that Pan American's 
forecast yield for normal economy-class 
service—7.6? cents for U.S.-Europe/ 
Middle East service—is subject to ques­
tion considering TWA’s forecast of 8.81 
cents for the same traffic. NACA further 
questions the veracity of Pan American’s 
forecast by referring to the carrier’s 
earlier justification in support of pro­
posed 1976-77 winter fares which, albeit 
involving lower fares than proposed 
herein, assumed a yield of 8.30 cents. 
Pan American, NACA contends, has 
failed to explain the substantial decrease 
in its economy-fare yield in the face of 
the higher fares here proposed. NACA 
alleges that Pan American’s forecast 
yield from normal economy fares is much 
too low and that its yield (as well as 
TWA’s) would actually far exceed the 
cost of providing this service.

With respect to the APEX and GIT 
fares, NACA alleges that they are sub­
stantially below Pan American’s fore­
cast cost of service, and fail to provide 
an adequate differential over charter 
fares. NACA cites a recent survey of 
APEX passengers (U.S. residents), con­
ducted by IATA and the European Travel 
Commission, which shows that 23 percent 
of the APEX passengers would have 
traveled by charter if that fare had not 
been available. It is evident, NACA con­
cludes, that a relaxation of the existing 
APEX rules would increase the impact 
on charters beyond than that reflected 
in the survey^

Pan American, in its response to 
NACA, maintains that the proposed nor­
mal economy fares -are not above cost 
and that the proposed fare structure 
does not provide the scheduled-service 
carriers with excessive revenues, that the 
level of the APEX and GIT fares pro­
vides a reasonable differential over char­
ter rates and thus does not adversely 
affect the supplemental carriers; and 
finally that TWA’s forecast of its oper­
ating results under the proposed fare 
structure appears to understate costs 
significantly and mask an increasingly 
dangerous condition created by the 
Board’s treatment of investment for 
ratemaking purposes.

Pan American states that NACA’s 
allegation that normal economy fares 
are excessive and above costs rests on a 
comparison of undiluted fares per-mile 
versus costs, which is not a proper basis 
for demonstrating the relationship. A 
proper determination, Pan American 
contends, must be made in terms of yield, 
the revenue received by the carrier, not 
in terms of fares as set forth in the tariff. 
Pan American alleges that its normal 
economy-fare yield under the proposed 
fares will be 7.63 cents, which is 102.1 
percent of the cost per revenue passen­
ger-mile of 7.47 cited in the IATA 1976 
Cost Committee Report. Further, Pan 
American alleges that the proposed in­
creases in normal economy fares are 
miniscule and do not begin to offset the 
impact of inflation; that grant of all in­
creases proposed would still provide the

three carriers with less than a 12-per­
cent ROI; and that it is equitable that 
the carriers’ need for additional revenue 
be spread among all categories of traf­
fic. I t is pointed out that most of the 
needed additional revenue has been met 
by relatively larger increases in the 
level of promotional fares, consistent 
with the Board’s objective of reducing 
the spread between promotional fares 
and normal economy fares.

With reference to the level of the 
APEX and GIT fares, Pan American 
alleges that price differentials between 
charter services and the proposed APEX 
fares range from $50 to $140, more than 
enough to attract traffic away from 
schedule service to charter transporta­
tion. Pan American further alleges that, 
despite NACA’s contentions to the con­
trary, traffic carried by the supple­
mental carriers has increased at a far 
more rapid rate than that carried on 
scheduled services, and that the sup­
plemental carriers have not demon­
strated Injury to themselves as a result 
of the level of promotional fares on 
scheduled service. The fact that the sup­
plemental carriers have shown a decline 
in operating profits and continuing 
losses in the face of large growth in traf­
fic illustrates, according to Pan Amer­
ican, that they have continued to engage 
in selling their services below cost.

Pan American expresses serious con­
cern that carrier costs, in the case of 
both TWA and National, have been seri­
ously understated and that even larger 
increases are warranted. Its concern 
with understatement of costs was first 
raised by the substantial difference in 
TWA’s Atlantic versus domestic operat­
ing results. On the basis of Pan Ameri­
can’s evaluation, it is not reasonable that 
TWA’s Atlantic costs should decline 1.5 
percent while the total volume of its 
Atlantic operation increases and partic­
ularly when its total domestic costs in­
crease 10.1 percent as a result of a simi­
lar increase in the volume of the 
domestic service. Pan American alleges 
that this, in itself, suggests an improper 
allocation of costs between its Atlantic 
and domestic operations. An examina­
tion of TWA’s various elements of cost 
(such as flight-crew costs, flight-equip­
ment maintenance, passenger service, 
aircraft and traffic servicing, and gen­
eral and administrative expenses) indi­
cates that less than a fair share has been 
allocated by TWA to its Atlantic serv­
ices. For example, Pan American states 
there can be no reasonable explanation 
for an increase of 64 percent (1976 over 
1975) in TWA’s domestic B-747 flight- 
crew costs, while its Atlantic B-747 
flight-crew costs increased by only nine 
percent. Pan American further suggests 
that National likewise has understated 
its costs.

Lastly, Pan American alleges that the 
Board’s measure of the carriers’ revenue 
need—return on investment—has be­
come meaningless in the face of current 
Inflation, and cannot be relied upon in 
assessing the reasonableness of pro­
posed fares. Under normal circum­
stances, real value and market value, as
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well as original acquisition cost and re­
placement cost, are sufficiently similar 
to avert major distortions. By setting 
aside an amount equivalent to annual 
depreciation, a. carrier should approxi­
mate replacement assets a t the end of 
the aircraft's useful life. The situation, 
Pan American contends, is radically dif­
ferent in times of rapid inflation, since 
the real worth of aging assets does not 
increase unless measured, as it is, in 
terms of inflated dollars. Given the long 
life of aircraft, replacement cost at the 
recent rate of inflation could be two to 
three times the initial acquisition cost. 
This means that, if a 12-precent ROI 
enables a carrier to replace assets a t the 
end of their useful life in times of stable 
prices, the same 12 percent covers only 
a fraction of the returned assets in infla­
tionary- times. The Board’s ratemaking 
policy ensures that the carriers will be 
unable to replace aircraft and, accord­
ingly, measuring revenue need on this 
traditional basis, which involves an 
ever-shrinking investment base with no 
allowance for the impact of inflation, is 
unrealistic and damaging to the in­
dustry.

British Airways (BA) argues that the 
pending agreement is an historic agree­
ment providing an opportunity for an 
historic upturn in the fortunes of North 
Atlantic civil aviation. I t  is the first 
limited agreement, reached under new 
Traffic Conference procedures, which 
permits a sensible agreement to be 
reached in good times for fares between 
the United States and most European 
countries. As a result, for the first time 
in many years, agreement has been 
reached in sufficient time to allow or­
derly marketing of and preparation for 
April 1 effectiveness, and prompt regu­
latory approval should be forthcoming.

In addressing the various concerns ex­
pressed by the Board in its procedural 
order, British Airways alleges that there 
is no cross-subsidization among the 
various fares available in economy-class 
service and, specifically, that the normal 
economy fare is not subsidizing lower- 
rated fares. In asserting this conclusion, 
British Airways cites differences between 
“controlled fares" and “uncontrolled 
fares”, the former being the APEX and 
GIT fares which produce higher load 
factors because they are “controlled by” 
stringent conditions, while the “uncon­
trolled” fares (i.e., normal economy fares 
and excursion fares, the former with 
unlimited stopovers) result in somewhat 
lower load factors.

As for first-class fares, British Airways 
contends that they should be evaluated 
on their own merits, since excess-baggage 
charges are no longer pegged to the pro­
posed first-class fare level. As demon­
strated by the U.S.-flag carriers, first- 
class fares are indisputably cost justified.

Finally, with reference to the proposed 
Miami fares, British Airways suggests 
that isolation of Miami from all other 
North Atlantic gateways for ratemaking 
Purposes is economically unsound and 
fundamentally destructive of interna­
tional accord on fares. This is so whether 
or not such isolated consideration pro-

duces higher or lower fares at Miami in 
relation to other transatlantic gateways. 
In support of this conclusion, British 
Airways states that the Board has not 
similarly isolated any other North At­
lantic city-pair route. To the contrary, 
the Board has traditionally combined the 
operating results of the principal U.S.- 
flag carriers to test the overall economic 
impact of a fare package. Isolated treat­
ment of Miami fares, in consideration of 
the earnings position of National alone, 
risks destruction of an internationally 
agreed North Atlantic fare structure 
based upon transitory conditions, or even 
eccentricities in reporting by a single 
carrier which lacks substantial transat­
lantic operations. British Airways alleges 
that this is neither sound nor even con- 
ssitent policy, and that the Board cannot 
reasonably expect its international ac­
ceptance.

National’s recently reported interna­
tional results are atypical a t this time by 
reason of transitory conditions, and in­
fluenced by the fact that its DC-10 
operation is optimum for the current size 
of the market. On the other hand, when 
National finds it necessary to add capac- 
ity, there will be a shift in its economic 

'■ results. Consequently, it is manifestly 
unreasonable to peg the North Atlantic 
fare structure to such transitory shifts in 
the fortunes of any one carrier. In  addi­
tion, British Airways raises the question 
as to whether reporting eccentricities 
may affect the carrier's results! that 
there is some room for reasonable dif­
ference of opinion regarding all cost al­
locations; and that it is unreasonable 
that the entire North Atlantic fare struc­
ture should hinge upon National’s un­
tested allocations from the pool of its 
largely domestic costs to its relative small 
transatlantic service.

In  addition to the above, British Air­
ways is critical of the Board’s treatment 
of elasticity, the Board’s refusal to con­
sider the effects of inflationary cost in­
creases not now mandated by firm con­
tracts; and the lack of a standard return 
on investment for international services. 
Lastly, British Airways notes that, de­
spite the fact that new free baggage 
provisions and excess-baggage charges 
will shortly ,be filed by a U.S. carrier 
which would largely eliminate excess- 
baggage revenues, all three U.S. carriers 
have continued to forecast unchanged 
revenue from this source/

Contemporary Tours, a Division of 
Travel Center of Manhasset, Inc., has 
formally commented in opposition to the 
proposed changes in the %-day group 
inclusive-tour fare? Contemporary Tours 
alleges that it specializes in thé handling 
of student and senior-citizen tours and 
that a very heavy program is built 
around the Easter vacation period. The 
bulk of its groups, numbering nearly 1,000 
persons,-are scheduled to depart New 
York between April 1 and April 10.

* TWA did in fact alter its forecast to ac­
count for a revision in its tariffs.

6 A great number of similar complaints 
have been received and placed in the cor­
respondence section of the Docket.

Although it is generally acknowledged 
that, effective April 1 of each year there 
is a possibility of a fare increase, and 
that it allegedly did advise its clients 
accordingly, the airlines not only propose 
to increase the fare but change its 
seasonal application as well. As a result, 
an increased shoulder-season fare would 
apply to what was previously the winter 
season. Approval of the carriers’ agree­
ment could result in increases of as low 
as $60 and as high as $90. Consequently, 
Contemporary Tours alleges that, if ap­
proval is granted, it would be faced with 
the alternative of either confronting its 
clients with significant increases or can­
celling programs which will no longer be 
tenable under the new fares.

F indings

ECONOMIC RESULTS
In the year ended September 1976, Pan 

American realized an ROI of 4.5 percent, 
contrasting sharply with TWA’s experi­
enced return of 20.0 percent. Both 
carriers experienced comparable traffic 
volume and load factors, although Pan 
American’s unit costs were noticeably 
higher than those of TWA. The primary 
circumstance contributing to this dis­
parity, however, was the fact that Pan 
American’s investment base exceeded 
TWA’s by more than 50 percent.

The difference is largely attributable 
to the fact that Pan American owns 
much of its North Atlantic fleet, whereas 
a large part of TWA’s fleet consisted of 
leased aircraft and that portion owned 
was largely depreciated.* However, TWA 
has adjusted its investment base con­
sistent with § 399.43 of the Board’s reg­
ulations, to reflect the impact of its 
leased aircraft. We will accept its ad­
justment, notwithstanding the fact that 
TWA contends that this adjustment does 
not adequately compensate for the risk 
and capital cost which would otherwise 
be incurred. Nor do we consider convinc­
ing TWA’s argument with respect to its 
owned aircraft. On the one hand, it con­
tends that it must eliminate its relatively 
old B-707 aircraft from its fleet because 
of their high operating cost versus newer 
aircraft types. By the same token, the 
carrier argues that its investment base 
is atypically low and its ROI not rep­
resentative since the aircraft are about 
fully-depreciated. Again, these two 
factors would tend to off-set one an­
other, and TWA has made no showing 
that its total economic cost of operation 
is significantly distorted vis-d-vis Pan 
American’s B-747 operation.

Accordingly, and consistent with the 
Board’s traditional approach in evaluat­
ing the carriers’ revenue need, our dis­
position of the agreement is based on 
composite results for the North Atlantic 
ratemaking entity. On this basis, the 
historically ROI for Pan American and 
TWA is 10.6 percent, at an experienced

•Pan'American has raised questions as to  
the appropriateness of TWA’s allocation of 
system costs to its North American service 
which may also contribute to the disparity 
in their respective investment bases, as will 
be discussed subsequently.
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load factor of 57.6 percent. Although 
falling short of the Board’s 12-percent 
guideline, this nevertheless reflects an 
improvement resulting from resumption 
in traffic growth coupled with the bene­
ficial impact of economy measures which 
have been implemented by both carriers. 
However, it seems apparent that some 
additional revenue is needed if the 
carriers are to have an opportunity to 
achieve a combined ROI of 12 percent.

Assuming continuation of present 
fares, the two-carrier composite ROI is 
expected to decline tp 7.7 percent in the 
forecast period, despite estimates of sig­
nificant traffic growth (14 percent and 
eight percent projected by Pan Ameri­
can and TWA, respectively). I t is antic­
ipated that gross revenues will increase 
by 14 percent for Pan American and 12 
percent for TWA, both assuming a con­
tinuation of load factors a t their ap­
proximate historical level. The decline 
in ROI, therefore, stems from projected 
increases in cost—13 percent for Pan 
American and 19 percent for TWA. It 
must be noted, however, that TWA’s 
projected cost increase reflects, to a sig­
nificant extent, increases in payroll ex­
pense designed to compensate for the 
freeze on salaries In -1976, a factor not 
present in the case of Pan American. As 
a result of this “catch up” in cost, TWA 
projects a significant decline in ROI, 
whereas Pan American expects an im­
provement even a t status quo fares, 
stemming from a strong traffic rebound.

Under the proposed “package” the 
carriers anticipate a composite return of 
11.2 percent which, when the impact of 
demand elasticity built in by Pan Amer­
ican is eliminated, increases to 11.9 per­
cent.’ It is apparent, therefore, that some 
revenue increase is appropriate. How­
ever, this estimated ROI, together with 
the high earnings achieved by TWA in 
the historical period and the improve­
ment which Pan American itself antic­
ipates even were present fares continued, 
indicates that an overall increase in the 
magnitude proposed is not necessary to 
achievement of an adequate return on 
investment.

As discussed more fully in the follow­
ing sections of this order which deal with 
specific matters raised previously by the 
Board, we are prepared to approve the 
package as proposed with two excep­
tions.8 In our opinion, Pan American and 
TWA will realize additional revenue in 
an amount which we have concluded is 
warranted. The first exception is our de­
cision to disapprove the proposed in­
creased in economy-class fares. The sec­
ond is our conclusion that a general in­
crease in fares to/from Miami cannot be 
justified.®

* See Order 77-2-32 (February 4, 1977) for 
a detailed discussion of the Board’s approach 
to this issue.

*We are disapproving one other aspect of 
the agreement for the reason later discussed. 
However, disapproval of this provision can 
in no way" be considered as materially af­
fecting the basic overall package. See p. 20.

9 A summary of the carriers’ Justifications 
and adjustments made by the Board Is con­
tained in Appendices III and IV.

NOTICES

National, severely affected by a long 
strike in 1976, earned a substandard re­
turn of 5.1 percent in the historical pe­
riod. However, it projects a  substantial 
resurgence in the forecast year, with an 
ROI of 9.5 percent a t status quo fares 
and 11.6 percent a t those proposed. How­
ever, this projection must be critically 
evaluated in the face of the unaccount­
able fact that it assumes a 51.1 percent 
load factor—compared with experienced 
load factors of 60.1 percent in calendar 
year 1975 and 58.8 percent in the year 
ended September 1976. Since there ap­
pears no reason to anticipate such a pre­
cipitous decline, we have adjusted Na­
tional’s forecast load factor upward to 
the level of its most recent experience. 
This adjustment increases the carrier’s 
projected ROI to 13.5 percent with con­
tinuation of present fares, and to 15.9 
percent were the proposed Miami fare 
increases to be approved.

We recognize that disapproval of the 
proposed Miami fares will have the tech­
nical effect of retaining the present 
three-season structure from this trans­
atlantic gateway. We also recognize that 
differing seasonal fare patterns from the 
various east-coast gateways would cause 
confusing and inequitable fare anoma­
lies, particularly for travel from interior 
points in the United States. For this 
reason, the Board is prepared to except, 
effective June 1, 1977, adjustment in 
m i am i-London fares to the extent nec­
essary to bring them into a  consistent 
structural relationship with other fares 
to Europe which we are herein approv­
ing. This reversion to a two-season 
structure will, of course, provide Na­
tional with some revenue benefit (al­
though we are unable to quantify it on 
the basis of available data), which we 
would not otherwise consider justified. 
This result, although considered neces­
sary in the particular circumstances, re­
inforces our conclusion that all increases 
proposed in the level of fares to/from 
Miami must be disapproved.

British Airways would have us con­
sider National’s data in conjunction with 
that provided by Pan American and 
TWA, and treat the three carriers on a 
composite basis. The Board does typi­
cally evaluate the industry’s need on an 
overall entity basis. However, because of 
the similarity of operations provided by 
Pan American and TWA across the 
North Atlantic, it is not feasible to at­
tempt isolation of specific routes for the 
purpose of assessing the reasonableness 
of the overall fare package. National, on 
the other hand, is in a different position, 
being the only U.S. carrier operating ex­
clusively on a route between Miami and 
London. This being the case, we see no 
reason to require that the public using 
this service pay excessive fares and pro­
vide National with excessive profits, 
merely because other carriers flying dif­
ferent routes across the Atlantic are in 
need of revenue improvement. To the 
extent that any route can be isolated in 
order to test the reasonableness of fares 
for that service, the Board will do so.*

i«See Orders 75-3-102, February 25, 1975, 
and 75-3-96, March 26, 1975.

FIRST-CLASS FARES
All three carriers allege that the pro­

posed Increase in first-class fares is rea­
sonable, cost-related, and should be ap­
proved. They also contend that an 
increase in these fares will produce 
needed revenues and should not be de­
nied on the ground that excess-baggage 
charges have in the past been predicated 
upon the first-class fare level. It is 
pointed out that IATA has reached an 
agreement which would prohibit use of 
the proposed first-class fares to compute 
excess-baggage charges, and that the 
U.S. carriers have complied with the 
Board’s order to the best of their ability 
and have filed tariffs for excess baggage 
significantly below the IATA level. In 
addition, TWA cites the fact that the 
Board has historically left the pricing 
of first-class service to the judgment of 
the carriers, based upon their assessment 
of what the traffic will bear.

In  the fall of 1976 (Order 76-10-108, 
October 15,1976), the Board disapproved 
any increase in first-class fares. The 
Board was explicit in stating that its ac­
tion was not taken out of a dispute with 
their level per se. Rather, we were spe­
cific In explaining that our decision 
rested on the fact that, at that time, 
most IATA carriers were continuing to 
use the first-class fare level as the basis 
for determining charges for excess bag­
gage—in direct contravention of the 
Board’s decision In the “Baggage Allow­
ance Tariff Rules in Overseas and For­
eign* Aid Transportation Case”, Docket 
24869. Today, the situation is changed. 
All U.S. IATA carriers now charge the 
ra te .prescribed by the Board as reason­
able for outbound travel from the United 
States. On the other hand, the extent to 
which they are unable to do likewise for 
Inbound travel can only be considered 
a situation beyond their control. In this 
circumstance, and in light of our long- 
held position that carriers should be 
provided maximum flexibility in market­
ing this limited volume of service, and 
their general need for additional reve­
nues, we will approve the increased first- 
class fares contained in the agreement.

NORMAL E C O N O M Y  FARES
As might be expected, the one aspect 

of the proposed package which the Board 
finds itself most unable to accept is the 
proposed increase in normal economy- 
class fares. The Board has, on frequent 
occasions in the recent past, expressed 
the view that normal economy fares have 
have set substantially in excess of the 
cost of providing this" service and that, 
as a result, have created a trend which 
permits the offering of fares well below 
cost in an effort to tap the charter 
market. Indeed, our concern has been 
sufficient to prompt the institution of a 
formal proceeding to examine this, 
among other issues, in depth onjthe basis 
of a fully-developed factuar record. 
Pending a full exploration in that pro­
ceeding, we accept for the moment the 
fact that the present highly differenti­
ated structure of fares on the North

n Order 75-6-42, June 9,1975.
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Atlantic makes it difficult if not impos­
sible to insist that normal economy fares 
be pegged to the average cost of provid­
ing economy service. The basic deter­
mination here, therefore, reduces to the 
question of whether or not the proposed 
economy-class fares would so exceed the 
cost of service that approval could not 
be granted. Our evaluation of the data 
provided by the U.S. carriers, in conjunc­
tion with that recurrently provided in 
their Form 41 reports, indicates that this 
is, in fact, the case.

TWA has provided no economic infor­
mation in support of the proposed 
normal economy fares, indicating only 
that this matter can best be resolved 
in the pending formal investigation. Pan 
American, on the other hand, alleges 
that, a t the proposed normal economy 
fares, it would receive a yield of 7.63 
cents per-mile during the forecast pe­
riod. Based on aweighted average normal 
economy fare of $689 (New York * to 
London), this yield would produce $527 
in revenue reflecting a dilution of 24 
percent. TWA, by contrast, anticipates 
a yield of 8.81 cents per-mile, which re­
flects a 12-percent dilution. While? Pan 
American’s lack of domestic route au­
thority would tend to increase its reve­
nue dilution, the 24 percent which it 
estimates appears unreasonably high. 
Moreover, the carrier has made no effort 
to explain its derivation of this figure.

Pan American’s and TWA’s composite 
experience over the North Atlantic in 
calendar year 1976, at a 50 percent pas­
senger load factor, produced a total eco­
nomic cost (including a return element) 
of $433 (roundtrip New York-London).“ 
Accepting the carriers’ composite dilu­
tion in yield of 18 percent, which seems 
to us somewhat excessive, and their com­
posite cost escalation factor of six per­
cent in the forecast period, their com­
bined total economic cost for the fore­
cast year is $560. This comparison ($689, 
the proposed average fare, versus $560, 
the economic fare at a 50 percent load 
factor) reveals a disparity between full 
cost and diluted revenue in excess of 20 
percent and, on this basis, we can only 
conclude that the proposed normal econ­
omy-fare increase would impose an ex­
cessive and unwarranted burden on pas­
sengers traveling at these fares—at least 
until a more exhaustive inquiry can be 
undertaken in the pending investigation.

As indicated, Pan American has come 
forward with a new approach which it 
contends should be used in evaluating 
the various fares which together com­
prise North Atlantic economy-class serv­
ice. Essentially, it would assign varying 
“weightings” to the spectrum of fares, 
determined according to the applicable 
travel conditions and restrictions, and 
what would seem to be a factor to re­
flect differing value of service. The ap­
proach, or more specifically the particu­
lar “weightings” assigned, appears to us 
to be largely arbitrary, arrived at essen-

13 The carriers’ costs were developed ac­
cording to the Board’s DPFI methodology, 
based upon reported data for the year ended 
September 1978.

tially on the basis of unsubstantiated 
judgment. Indeed, Pan American itself 
concedes that its approach needs revi­
sion and refinement, although neverthe­
less urging that the general concept 
should not be ignored. Simply stated, the 
Board is not prepared, on the basis of the 
analysis so far provided and in light of 
the time constraints involved, to accept 
this approach as a decisional factor in 
disposing of the agreement before us. 
We do not mean by this that it does or 
does not have a practical potential for 
the future. However, that potential, and 
its degree, can be adequately determined 
only after a full airing in the formal pro­
ceeding now under way. We are of the 
same opinion with respect to BA’s pro­
posed distinctive criteria vis-a-vis “con­
trolled” and “uncontrolled” fares.

GROUP INCLUSIVE-TOUR FARES
The U.S. carriers generally allege that 

an attempt was made to substitute an 
individual inclusive-tour fare for the 
present group inclusive-tour fare, in the 
belief that the former is a more rational 
and effective fare from the standpoint 
of marketing to the public. This is an 
opinion with which the Board has stated 
general agreement on several occasions, 
.although subject to the caveat that the 
fare level should be significantly in­
creased if travel is to be so liberalized. 
The U.S. carriers contend that it proved 
impossible to reach agreement on an ap­
propriately increased fare level, and that 
the proposed reduction from a minimum 
of 10 to five reflects a compromise which 
is allegedly interim in nature between 
the two opposing marketing approaches.

The Board is not without mixed feel­
ings on this change. We can perceive 
little benefit for the scheduled carriers 
from so reducing an already small-sized 
group requirement, nor do we perceive a 
significant marketing benefit. On the 
other hand, NACA contends that this lib­
eralization of the GIT fare will materi­
ally affect the market for charter serv­
ice. Neither are we persuaded by this 
contention.

Admittedly, the increase proposed in 
the winter 7/8-day GIT fare (a fare 
which seems to have become entrenched 
in the structure but is, in our opinion, 
unique and atypical of the overall pat­
tern of North Atlantic service) is modest. 
On the other hand, the year-round 
14/21-day GIT fare has been increased 
for peak-season travel by $45 and $48 
(New York to London and Rome, re­
spectively), a fact which should lessen 
its impact upon charter services—par­
ticularly in light of the liberalized arena 
in which these latter services are now be­
ing provided. I t  is the Board’s opinion 
that the scheduled-service carriers must 
be held to their primary responsibility 
to provide adequate service a t reasonable 
prices for those who must fly, do not al­
ways have the luxury of choosing their 
departure date, and are more often than 
not unable to meet the conditions re­
quired for travel at the reduced fare. On 
the other hand, we believe it equitable 
that the scheduled-service carriers be 
afforded maximum flexibility to price

their services at the lower end of the 
fare spectrum, as long as the fare level 
is not patently uneconomic or patently 
designed to inhibit the development of 
charter service. For these reasons, we 
will approve the liberalization proposed 
for GIT-fare travel.

APEX FARES
In  seeking to justify these fares, the 

carriers contend that certain relaxations 
in their applicability are necessary to 
meet competition from ABC charters and 
the super-APEX fares available from 
Canada. NACA would have us disapprove 
the fare on the ground that the proposed 
level is below cost and predatory in na­
ture. These carriers further contend that 
the proposed liberalization in conditions 
can only exacerbate the problem which 
the supplemental carriers face in remain­
ing competitive, and that the inherent 
economic relationship between charter 
and scheduled service would thus be de­
stroyed.

The Board has decided to approve the 
APEX fares as proposed. We reach this 
conclusion for essentially those reasons 
discussed above in connection with the 
GIT fares; namely, that we have not been 
convinced by the Information provided 
that these fares, at the materially in­
creased level proposed from the United 
States, are unduly low, given the capacity 
control and other conditions to which 
they are subject. Nor are we persuaded 
that they will unduly affect development 
of the charter market which, as indicated 
by our recent actions in this area, is one 
of the Board’s more important objectives.

The carriers propose a general increase 
of approximately seven percent in the 
APEX-fare level, with a further increase 
for the “peak-of-peak” travel period 
which is, in fact, quite significant. We 
have undertaken an evaluation of the 
proposed APEX fares in relation to char­
ter prices already published for the 
forthcoming travel season. This evalua­
tion indicates that a significant differen­
tial will exist between charter prices and 
those for APEX service; the former rang­
ing from $60 to $209 (New York-London/ 
Frankfurt/Par is/Rome) below the pro­
posed APEX-fare level. We can only con­
clude that such a range of price is sig­
nificant and should have little material 
adverse impact upon charter service, de­
spite some liberalization in the APEX 
rules.

I t  should be noted, however, that APEX 
fares to/from Canada have not yet been 
agreed upon, and that their ultimate 
level may for competitive reasons in­
fluence the degree to which the carriers 
can maintain the level to/from the 
United States which we are herein ap­
proving. For this reason, the IATA agree­
ment would give the carriers carte 
blanche to effectuate a downward revi­
sion in APEX fares between the United 
States and Europe if necessary, in their 
judgment, to maintain a competitive re­
lationship vis-a-vis fares to/from Can­
ada. The Board is fully aware of the com­
petitive interrelationship between the 
Canadian and United States markets 
and the possibility that APEX fares in
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the latter may require some future ad­
justment. Nevertheless, we are not con­
vinced that such an adjustment, if proven 
necessary in some degree, should be left 
wholly to the discretion of the carriers. 
It should be noted that Canada-Europe 
APEX fares, though different in level 
from those from the United States, can 
be conditioned so as to limit diversion of 
traffic flow from the United States. We 
will expect that to be done. Furthermore, 
any potential diversion will depend, of 
course, on the degree of disparity be­
tween the fares in the two markets. Ac­
cordingly, we will disapprove this provi­
sion of the agreement.

SEASONAL DIFFERENTIATION
All of the scheduled carriers contend 

that the move from a three-season to a 
two-season fare structure represents a 
significant step toward the long-sought 
objective of simplification. While pn its 
face this might see true, the Board does 
not perceive it as a significant step in this 
direction. It is inescapable that “simpli­
fication” of this sort results in a fare in­
crease by eliminating the low winter-sea­
son fares. Those fares have already been 
increased to the previously designated 
“shoulder” period level, and it is now 
proposed that they be further increased. 
By the same token, extension of the 
peak-season period will also provide 
access to additional revenue.

A three-season structure was agreed 
upon by the carriers and approved by 
the Board a number of years ago, in an 
effort to resolve the problem of severe 
traffic peaking and to attract discre­
tionary travel away from a very con­
tracted period of travel. From data ac­
cumulated on a recurring basis by IATA 
and furnished to the Board, it would ap­
pear that creation of the so-called 
“shoulder” season has had the effect of 
accomplishing this objective, although 
the shift in travel away from the tradi­
tional peak season has admittedly con­
centrated on the several weeks immedi­
ately preceding and following that pe­
riod. However, this shift in the pattern of 
transatlantic travel, clearly caused by 
the fare differential, does not in our opin­
ion justify per se a corresponding exten­
sion of the peak season period.

Nevertheless, while we do not accept 
the carriers’ contention that a shift to 
a two-tier seasonal structure accom­
plishes significant simplification of the 
fare structure, we will approve this as­
pect of the agreement. Our approval is 
premised essentially upon the belief that 
this change represents a marketing judg­
ment more properly left to the discretion 
of carrier managements, and the fact 
that it will contribute in some degree to 
additional revenue for the industry 
which we have concluded is warranted.

By eliminating the customary lower 
fares for the “winter-season” in 1977-78 
and extending “peak period” (with its 
higher fares), the carriers will achieve

an increase in normal economy fares 
over the total year period notwithstand­
ing the Board’s frequent admonition 
that these fares are already unjustifiably 
in excess of costs plus return and not­
withstanding the Board’s disapproval of 
the proposed increase in normal economy 
fares. However, there is no practical 
way, in our judgment, of forcing the in­
ternational carriers at this date to re­
instate the winter period fares over their 
agreement (and that of the governments 
which have approved this package) not 
to do so without a prolonged series of in­
dividual tariff suspensions. Such a course 
of action is undesirable because it would 
at a minimum exacerbate international 
aviation relationships and lead to pro­
longed and wholly undesirable uncertain­
ties as to the air fares during the year 
ahead.

However, there remains the fact that 
implementation of this seasonal read­
justment on April 1, as proposed, may 
have a significant impact upon passen­
gers who have already booked for %-day 
GIT travel in April at the lower fare level 
now in effect, as well as upon bookings 
at other fares for the period between 
May 15 and May 30, which is currently 
designated as the “shoulder” period. 
While fare increases may generally be 
expected at this time of year and travel 
plans made in this light, potential trav­
elers do not anticipate the double impact 
which stems from redesignation of sea­
sonal periods. Accordingly, the Board 
will .approve the seasonal redesignation 
effective June 1, 1977, so as to protect 
those travel plans which have already 
been firmed-up for this spring.

S U MMARY
Our disposition of the North Atlantic 

agreements before us reflects the Board’s 
fundamental rate-making philosophy 
that “on-demand” travelers should not 
be required to pay a fare set at a level 
substantially above the economic cost 
of providing such a service, and so set 
to provide the scheduled carriers a 
means of competing with charter service 
by offering fares which are manifestly 
below the cost of their service.13 Equally, 
it reflects the Board’s disposition to pro­
vide carriers the maximum opportunity 
to  experiment with fares on scheduled 
service in an effor to maintain a reason­
able competitive posture in relation to 
growing charter activity. We rely upon 
the carriers’ managerial judgment in this 
regard, unless the fare level proposed is 
patently uneconomic and approaches 
what might be termed a predatory range. 
We are also, as indicated earlier, dis­
posed to rely upon the carriers’ judgment 
insofar as changing travel patterns indi­
cate on alteration in seasonal structure. 
I is against this basic approach, that we

«These considerations are not raised by 
the Mid-Atlantic agreement which will ac­
cordingly be approved.

have reached our decision with respect 
to the overall IATA-fare package.14

One other matter of a general and 
longer-term nature has been raised by 
Pan American and deserves comment. 
Pan American questions various aspects 
of TWA’s allocation of cost to its North 
Atlantic services. There may, indeed, be a 
valid explanation of these apparent 
anomalies. However, TWA has not seen 
fit to respond to Pan American’s allega­
tions, although we must concede that the 
time-frame established with .respect to 
the agreement before us (Order 77-1-11) 
would have made it difficult for the car­
rier to do so with any degree of fullness. 
However, our evaluation of the data pro­
vided does raise a number of significant 
questions which require an answer. For 
example, TWA’s data for the 12-month 
period ending September 1976 (com­
pared with calendar year 1975) reflect an 
increase in flight-equipment mainte­
nance per block-hour of 95 percent in its 
B-747 domestic operations, compared 
with only one percent in its international 
operations. In addition, TWA’s alleged 
food expenses in domestic service exceed 
by 45 percent those claimed in its inter­
national service. We intend to pursue the 
answer to these and other questions re­
lating to cost allocation promptly. Never­
theless, this particular issued would not, 
in our opinion, alter in any way our dis­
position of the agreements before us.1®

Finally, Pan American again argues 
that the Board’s 12-percent ROI guide­
line is not only inappropriate in evaluat­
ing international versus domestic serv­
ice, but also loses its validity in the con­
text of an inflationary economy. The 
short fact of the matter is that the Board 
continues to be of the opinion that a pol­
icy which provides carriers with the op­
portunity to earn a 12-percent return on 
their investment is adequate to provide 
them a reasonable opportunity to obtain 
new equity and debt capital.

The Board, acting pursuant to sections 
102, 204(a), and 412 of the Act, makes 
the following findings:

1. It is not found that the following 
resolutions, set forth in the agreements 
indicated, are adverse to the public inter­
est or in violation of the Act: Provided, 
That approval is subject, where applica­
ble, to conditions previously imposed by 
the Board:

« W e  except our disposition of Miami fares 
from this statement for the reasons hereto­
fore discussed.

15 With the exception of fares to/from 
Miami and the proposed general increase in 
normal economy fares we are approving the 
agreements in aU respects. Our evaluation of 
Pan American’s operations over the North At­
lantic with B-747 aircraft, the prevalent air­
craft used by this carrier, indicates that its 
costs are significantly less than those in­
curred by TWA. Accordingly, to the extent 
that questions relating to TWA’s allocation 
of various costs are raised, their resolution 
would not alter our decision to disapprove 
normal economy fares.
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Agreement IAT A CAB No. Title Application

26259:R-l.... 001b
R-2_____ 001eOOlrR-4.... 001s
R-5____ OOlxR-6 OOlxxR-7.... OOlyyR-8.... 002
R-9 _ 005hR-12___ 054bR-13.... 064bR-14... 070ff
R-20... 076n
R-21.___ 080cc

R-23... 084f
26382:
R-l.... LAIR-2.*-- 001b
R-3.... OOlddR-4.... 002R-5.... 014aR-6.... 015-R^r.... 022g

26385R-l____ 001bR-2.... OOlddR-3.... OOleeR-4.... 002R-5.... 014aR-6... . 015R-7.... 022g
R-9.... 054f26386R-l____ 001b
R-2... . OOlddR-5.. .. OOlzzR-4.... 002R-5... 014aR-6____ 015R-7____ 022g

26887_____ 00226388__ .. 25026389_____ 022g
26419.... 002t

Mid-Atlantic Special Effectiveness Resolution (Tie-in)....__ JT12, Mid-Atlantic-Europe/Middle East.Mid-Atlantic Escape for Normal and Special Fares__ ______JT12, Mid-Atlantic.Special Escape for JT12/123 (Mid-Atlantic) Agreement (New).. JT12/JT123, Mid-Atlantic;Special Effectiveness Resolution (New)___ ____ l___ _ JT12, Mid-Atlantic-Europe/Middle East.Mid-Atlantic Special Adjustment Resolution (New)_______JT12, Mid-Atlantic.Mid-Atlantic Escape for Normal and Special Fares__ ....___ Do.Special Mid-Atlantic Escape Resolution_____ .........____  Do.Standard Revalidation Resolution..________*__________ JT12, Mid-Atlantic-Europe/Middle East.General Increases in Passenger Fares (New)_____________JT123, Mid-Atlantic.Mid-Atlantic First-Class Fares....____________________ JT12, Mid-Atlantic.Mid-Atlantic Economy Class Fares___ _______ ________  Do.Mid-Atlantic 14- to 45-Day Excursion Fares (Revalidating and Do.Amending).Mid-Atlantic Affinity Group Bulk Travel Prices— San Juan- Do.Portugal/Spain (Revalidating and Amending).Delayed Effectiveness Inclusive Tours From Federal Repub- Do. lie of Germany and West Berlin to Points in TCI via the Mid-Atlantic (New).Mid-Atlantic 10- to 28-Day Group Inclusive Tour Fares to Do.TCI (Revalidating and Amending).
North Atlantic Limited Agreement U.S.A.-Europe (New).... JT12, North Atlantic.North Atlantic Special Effectiveness Resolution (Tie-in)____JT12, North Atlantic*Europe.North Atlantic Escape for Normal and Special Fares.._____  Do.Special Readoption Resolution_______________________  Do.Construction Rule for Passenger Fares__________________  Do.North Atlantic Proportional Fares North American... .-__  Do.JT12/JT123 (North Atlantic) Adjustment Factors for Sales of Do.Passenger Air Transportation (New).
North Atlantic Special Effectiveness Résolution (Tie-in)...... JT12, North Atlantic-Africa;North Atlantic Escape for Normal and Special Fares_____ _ Do.Special Effectiveness Resolution____________ _________  Do.Standard Revalidation Resolution_________________ ___ Do.Construction Rule for Passenger Fares..________________  .. Do.North Atlantic Proportional Fares North American__ ___„_. Do.JT12/JT123 (North Atlantic) Adjustment Factors for Sales of JT12/JT123, North Atlantio- Passenger Air Transportation (New). Africa.North Atlantic-Africa Supersonic Fares.*_______________ JT12, North Atlantic-Africa;
North Atlantic Special Effectiveness Resolution (Tie-in)____JT12, North Atlantic-MiddleEast.North Atlantic Escape for Normal and Special Fares_______ Do.Special Effectiveness Resolution_____________________ Do.Special Readoption Resolution______ ;_________________ Do.Construction Rule for Passenger Fares_____ ________ ___ Do.North Atlantic Proportional Fares North American..______  Do'. .JT12/JT123 (North Atlantic) Adjustment Factors for Sales of Do.Passenger Air Transportation (New).Special Readoption Resolution_______________________ JT123, North Atlantic.Sleep«- Surcharge_______ ___ _______ ______ _______ JT12, North Atlantic.JT12/JT123 (North Atlantic) Adjustment Factors for Sales of JT123, Mexico/U.S.A.— TC3; Passenger Air Transportation (New).Special Amending Resolution— North Atlantic Limited JT12, North Atlantic. Agreement (New).

2. I t  is not found that the following resolutions, set forth in the agreements 
indicated, are adverse to the public interest or in violation of the Act except insofar 
as New York-London fares would be used to construct through fares to and from 
points in Florida, provided that approval is subject, where, applicable, to conditions 
previously imposed by the Board and in addition, to the condition stated below:

Agreement LATA CAB No. Title Application

,26382:
R-8.___
B-K)___
B -ll__—
R-12-._R-13___
R-14.......
R-15___
R-16.......
R-17.......R-19___

26385:
R-8.........
B -ll.......
R-13.......
R-14..__. 
R-15.......
R-16..__

054a North Atlantic First Class Fares______________________ JT12, North Atlantio-
Europe. *070d North Atlantic 14- to 21-Day and 14- to 45-Day Excursion Do.Fares.071p North Atlantic Advance Purchase Excursion Fares________ Do.071q North Altantic 22- to 45-Day Excursion Fares____..._______  Do.076e North Atlantic Affinity Group Fares_________ _ Do.976p North Atlantic 14-Day Incentive Group Fares______ :____.■ Do.084a North Atlantic 21-/28-, and 30-Day Group Inclusive Tour Do.

084p North Atlantic 7- to 8-, 7- to 10-, and 7- to 13-Day Group In- Do. 'elusive Tour Fares— Europe.
084x Travel at Group Fares Within Scandinavia___________ ___ Do;092ft North Atlantic Individual Youth Fares.____ ___________ Do.
054a North Atlantic First Class Fares-------------------- - JT12. North Atlantic-AMcaj070d North Atlantic 14-to 21-day and 14-to 45-Day Excursion Fares. Do.076e North Atlantic Affinity Group Fares.__ ____ ___________  Do.076p North Atlantic 14-Day Incentive Group Fares..__ _______  Do.084a North Atlantic 21-, 28-, and 30-Day Group Inclusive Tour Do.Fares.

084pp North Atlantic 6- to 16-Day Winter Group Inclusive Tour Do;Fares— Africa.

*
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Agreement IATA C A B  No. Title Application

26386:B-8--
R-10.R-ll.

R-12.R-13-R-14.R-15.R-16.
R-17.R-18.R-19.R-20.
R-21.R-22.
R-24-R-26-

054a North Atlantic First Class Fares___ .__________ _______JT12, North Atlantic-MiddleEast.070d North Atlantic 14- to 21-day and 14- to 45*iay Excursion Fares.. , Do.070t North Atlantic 14- to 21-Day Excursion Fares— Amman, Do.iaghdad, Beirut, Cairo, Damascus, Jerusalem, Kuwait,Nicosia, and Tehran.070x... do........... ................ -______.......  Do.071q North Atlantic 22- to 45-Day Excursion Fares___________  Do.075i North Atlantic Group Fares— Israel --. .________ ___ Do.075r North Atlantic 8-to 21-Day Group Fares— Israel-......-  Do.075rr North tlantic 8- to 21-Day Group Fares— Amman, Baghdad, Do.Beirut, Cairo, Damascus, Jerusalem, and Nicosia.076e North Atlantic Affinity Group Fares... .... ..........  Do.076h North Atlantic 4-to 9-Day Incentive Group Fares to Israel - D o .076p North Atlantic 14-Day Incentive Group Fares__________.... Do.084a North Atlantic 21-, 28-, and 30-Day Group inclusive Tour Do.Fares.084c North Atlantic Winter Group inclusive Tour Fares to Israel. _ Do.
Q84cc "North Atlantic Winter Group inclusive Tour Fares to Middle Do.East. .092ff North Atlantic Individual Youth Fares.......... ... Do.092gg North Atlantic Group Youth Fares, U.S.A.-Israel. ---... Do.

Subject to the condition that proposed changes in the seasonality shall not be­
come effective prior to June 1,1977.

3. It is not found that the following resolution, set forth in Agreement C.A.B. 
26386 as indicated, is adverse to the public interest or in violation of the Act except 
insofar as New York-London fares would be used to construct through fares to and 
from points in Florida, provided that approval is subject to the conditions stated 
below:

Agreement "IATA CAB No. T itle Application

26385:R-12...  071r North Atlantic-Africa Advance Purchase(New).
Excursion Fares JT12, North Atlantic-Africa.

(1) In the event a passenger discon­
tinues his journey en route for any rea­
son, the amount of the fare paid may be 
applied as a credit toward the purchase 
of transportation at the applicable fare 
calculated from the original point of 
origin. x

(2) Full refund shall be made in the 
event of death or illness of the passenger 
or of a member of the passenger’s imme­
diate family prior to travel.

(3) In the event that, after issuance of 
the ticket, schedule changes by the car­
rier (s) create alterations to the ticketed

itinerary which are not satisfactory to 
the passenger, the passenger will have 
the option either to cancel without in­
curring a penalty or to have his ticket re­
issued with the same origin and destina­
tion points, in accordance with the tar­
iffs on file with the Board, without incur­
ring a penalty.

4, It is not found that the following 
resolution, set forth in Agreement C.A.B. 
26259, is adverse to the public interest or 
in violation of the Act except insofar as it 
would apply to fares from Guam.

Agreement IATA Title ' Application
CAB No.

26259:R-10. 022h JT12/JT123 (Mid-Atlantic) Adjustment Factors for Sales of JT12/JT123, Mid-Atlantic. Passenger Air Transportation (New)— Except From Guam.

5. It is not found that the following resolution, incorporated in Agreement C.A.B. 
26259, and which has indirect application in air transportation as defined by the 
Act, is adverse to the public interest or in violation of the Act;

Agreement IATA Title ApplicationCAB No.

26259:R-15., 070gg Mid Atlantic Excursion Fares Between Bermuda/Bahamas JT12, Mid-Atlantic, and TG2 (Revalidating and Amending).
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6. It is found that the following resolutions, set forth in the agreements indicated, 

are adverse to the public interest or in violation of the Act:

Agreement IATA CAB No. Title Application

26355..26259:R-10.
R-ll.26382:
R-9-'

26385:R-10.26386:R-9.

001 vv JT12 (North Atlantic) Special Escape Resolution (New)____JT12, North Atlantic.’
022h JT12/JT123 (Mid-Atlantic) Adjustment Factors for Sales of JT12/JT123, Mid-Atlantic Passenger Air Transportation (New)— From Guam.
045 Passenger Charters (Revalidating and Amending)________ JT12, Mid-Atlantic:
064a North Atlantic Economy Class Fares_____ ______ ______JT12, North Atlantlc-

Europe.
064a---do------------------------------------------TT12, North Atlantic-Africa:
064a___ do. JT12, North Atlantic-Middle East.

7. It is found that the following resolutions, set forth in the agreements indicated, 
are adverse to the public interest and in violation of the Act insofar as New York- 
London fares would be used to construct through fares to v and from points in 
Florida:
Agreement IATA CAB No. Title Application

26382R-8.
R-10...
R-ll___
R -12.........R-13___R-14...R-15___
R-16. ....
R-17.___R-19___26385:
R -8 ______R-ll...R-12...
R-13.....R-14...R-15.._
R-16___

26386:R-8____
R-10___
R-ll___

R-12.R-13.R-14.R-15.R-16.
R-17.R-18.R-19.R-20.
R-21.R-22.R-24.R-26.

054a North Atlantic First Class Fares._____________________ JT12, North
Europe.070d North Atlantic 14- to 21-Day and 14- to 45-Day Excursion Do Fares.

071p North Atlantic Advance Purchase Excursion Fares______ ... , Do.071 q North Atlantic 22-to 45-Day Excursion Fares____________  Do.076e North Atlantic Affinity Group Fares___________________ Do.076p North Atlantic 14-Day Incentive Group Fares____________ Do.084a North Atlantic 21,- 28-, and 30-Day Group inclusive Tour Do.Fares.
084p North Atlantic 7- to 8-, 7- to 10-, and 7- to 13-Day Group Inclu- Do sive Tour Fares— Europe.
084x Travel at Group Fares Within Scandinavia.:___;________  Do.092ff North Atlantic Individual Youth Fares___________ I_ZZIZ Do."

Atlantic-

054a070d071r
076e076p084a
084pp

North Atlantic First Class Fares_____________________
North Atlantic 14- to 21-Day and 14- to 45-Day Excursion Fares. North Atlantic-Africa Advance Purchase Excursion Fares (New).
North Atlantic Affinity Group Fares______ _____ ___North Atlantic 14-Day Incentive Group Fares__________ _.North Atlantic 21-, 28-, and 30-Day Group Inclusive Tour Fares.
North Atlantic 6- to 16-Day Winter Group Inclusive Tour Fares— Africa.

JT12, North Atlantic-Africa. Do.Do.
Do.Do.Do.
Do.

054a North Atlantic First Class Fares---- ----------- ------JT12, North Atlantic-Middle
070d North Atlantic 14- to 21-Day and 14- to 45-Day Excursion D©Fares.
070t North Atlantic 14- to 21-Day Excursion Fares— Amman, Do.Baghdad, Beirut, Cairo, Damascus, Jerusalem, Kuwait,Nicosia, and Tehran.070x---do_______________________________ __________1 jv..
071q North Atlantic 22- to 45-Day Excursion Fares________________ Do!075i North Atlantic Group Fares— Israel_______________________ Do.
075r North Atlantic8-to 21-Day Group Fares— Israel ... . " Do"075rr North Atlantic 8- to 21-Day Group Fares— Amman, Baghdad, Do!■ Beirut, Cairo, Damascus, Jerusalem, and Nicosia.076e North Atlantic Affinity Group Fares____________  Do:076h North Atlantic 4- to 9-Day Incentive Group Fares to Israel__ Do!076p North Atlantic 14-Day Incentive Group Fares______ ____ _ Do.084a North Atlantic 21-, 28-, and 30-Day Group Inclusive Tour Do.Fares.
084c North Atlantic Winter Group Inclusive Tour Fares to Israel— Do.084cc... do.......... ...________ __________________ _ D<h
092ff North Atlantic Individual Youth Fares_____IIIIIIIIIIIIIII Do!092gg North Atlantic Group Youth Fares U.S.A.-Israel.I..__IIIIII Do!

8. It Is not found that the following resolutions, set forth in the agreements lndi- 
cated, affect air transportation within the meaning of the Act:
Agreement IATA CAB No. Title Application

26259:R-16___ 070v
R-17___ 071e
R-18___. 071k
R-19___ 071o
R-22___. 0834
R-24..... 084n
R-25___ 084o
R-26___. 084q

Mid Atlantic 14- to 30-day Excursion Fares— Havana (Re- JT12, Mid-Atlantic: /validating and Amending).
Mid-Atlantic 22- to 30-Day Excursion Fares— Colombia (Re- Dovalidating and Amending).
Mid-Atlantic 22- to 35-Day Excursion Fares— Central America/ Do-Panama (New).
Mid-Atlantic Special Excursion Fares— U.K.-Caribbean (Re- Do validating and Amending).
Mid-Atlantic 10- to 30-Day Individual Inclusive Tour Fares—  Do-, Germany/Belgium-Bahamas (Revalidating and Amending).Mid-Atlantic 7- to 30-Day Group Inclusive Tour Fares—  Do:Germany/Belgium-Bahamas (Revalidating and Amending):Mid-Atlantic Special Group Inclusive Tour Fares, U.K. to Do:Caribbean (Revalidating and Amending).
Group Inclusive Tour Fares, Scandinavia-Barbados/Trinidad/ Do:Tobago (Revalidating and Amending).
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AgreementCAB IATA
No.

Title Application

R-27-__ 084qq Mid-Atlantic 10- to 28-Day Group Inclusive Tour Pares Cuba 
to Eastern European Countries (Revalidating and Amend­
ing).

Do.

R-28___ 084rr Mid-Atlantic Special Group Resolution (Revalidating and 
Amending). Do.

R-29....... 084vv Mid-Atlantic ID- to 28-Day Group Inclusive Tour Fares from 
Central America to Spain (Revalidating and Amending).

Do.
26382:R-18___ 092f North Atlantic Individual Youth Pares......—-___ _______ JT12, North A tlantic- 

Europe.
26386:

R-23___ 092Í ___ do..,........ ...........  ........... ........ ........ ............ :....... JT12, North Atlantic-Middle 
East.

R-25____ 092g North Atlantic Group Youth Pares Canada/Mexico-Isräel__ Do.
Accordingly, it is ordered, that:
1. Those portions of Agreements

C.A.B. 26259, C.A.B. 26382, C.A.B. 26385, 
C.A.B. 26386, C.A.B. 26387, C A J. 26388, 
C.A.B. 26389, and C.AJB. 26419, set forth 
in finding paragraphs 1 and 5 above, be 
and hereby are approved subject, where 
applicable, to conditions previously im­
posed by the Board;

2. Those portions of Agreements C.A.B. 
26259, C.A.B. 26382, C.A.B. 26385, and

CA.B. 26386, set forth in finding para­
graphs 2, 3 and 4 above be and hereby 
are approved subject to conditions pre­
viously imposed by the Board and in 
addition to the conditions stated therein;

3. Those portions Of Agreements C.A.B. 
26259, C.A.B. 26355, C.A.B. 26382, C.A.B.^ 
26385 and C.A.B. 26386 set forth in 
finding paragraphs 6 and 7 above, be and 
hereby are disapproved;

4. Jurisdiction be and hereby is dis­
claimed with respect to those portions 
of Agreements C.A.B. 26259, C.A.B. 26382 
and C.A.B. 26386 set forth in finding par­
agraph 8 above;

5. The carriers are hereby authorized 
to file tariffs implementing the approved 
IATA resolutions on not less than one 
day's notice for effectiveness not earlier 
than April 1,1977. The authority granted 
in this paragraph expires April 30, 1977;

6. Tariffs implementing the approvals 
contained in the above finding para­
graphs shall be marked to expire March 
31,1978; and

7. Copies of this order shall be served 
on all parties to this proceeding.

This order will be published in the 
F ederal Register.

By the Civil Aeronautics Board.
Phyllis T. K aylor, 

Secretary.

Appendix I

Present versus Proposed North Atlantic Air Fares

Rev York-London Round Trip Miami-London Round Trip
Present Board Proposed Present Board Proposed
Aooroved Fares Fares /£ Increase Approved Fares Fares % Increase

F irst Class $1,250 $1,312 5.0 $1,350 $1,412 4.6

Economy Winter 584 (626) 1/ 646 10.6 (3.2) 684 746 9.1
Shoulder 626 646 3.2 726 746 2.8
Peak- 764 774 1.3 864 874 1.2

14/21-Day Excursion Basic 541 541 -0 - 579 606 4.7
Peak 631 . 631 -0- 664 696 4.8

22/45-Day Excursion Winter 400 (432) 1/ 467 16;8 (8.1) 434 512 18.0
Shoulder 432 467 8.1 466 512 9.9
Peak 527 587 11.4 566 632 11.7

Advance Purchase Winter 325 350 7.7 380 405 6.6
Excursion Shoulder 325 350 7.7 392 405 3.3

Peak 410 440 7.3 477 495 3.8

Youth Winter 441 473 7.3 562 635 13.0
Shoulder 441 473 7.3 603 635 5.3
Peak 500 536 7.2 662 698 5.4

•14/21-Day Group Basic 388 424 9.3 456 492 7.9
Inclusive Tour Peak 490 535 9.2 558 603 8.1

7/8'Winter Group Winter 356 382 7.3 426 457 7.3
Inclusive Tour Shoulder 412 424 2.9 487 499 2.5

Affinity/Group Winter 399 467 17.0 410 512 24.9
.Shoulder 399 467 17.0 447 512 14.5
Peak 508 Discontinued 556 Discontinued

1/ As a result of court action, shoulder season fares were retained for winter travel.
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Appendix II

Present versus Proposed North Atlantic Air Fares

New York-Paris Round Trip________ . New York-Rome Round Trip
Present Board 
Approved Fares

Proposed
Fares % Increase

Present Board 
Approved Fares

Proposed
Fares % Increase

?Irst Class $1,302 $1,368 5.1 .$1,514 $1,594 5.3
Economy Winter 612 <652) 1/ 672 9.8 (3.1) 794 (828) 1/ 852 7.3 (2.9)Shoulder 652 672 3.1 828 852 2.9Peak 824 834 1.2 968 982 1.4
14/21-Day Excursion Basic 583 587 (0.2^, « 714 717 0.4Pe?.k ^ 681 681 -0- 804 807 0.4
22/45-Day Excursion Winter 374 (451) 1/ •487 3O'; 2 (8.0) 4i 0 (522) 1/ 565 25.6 (8.2)Shoulder 451 487 8.0 522 565 8.2Peak 541 601 11.1 678 689 9.7
Advance Purchase Winter 350 376 7.4 41.3 459 6.0Excursion Shoulder 350 376. 7.4 433 459 6.0Peak 446 477 7.0 “ 544 571 5.0
Youth ’ Winter 457 490 7.2 477 515 8.0

SEoulder 457 490 7.2 477 515 8.0
Peak 508 546 7.5 526 568 8.0

14/21-Day Group Basic 420 456 8.6 554 593 7.0Inclusive Tour Peak 521 566 8.6 656 704 7.3
7/8 Winter Group Winter 368 395 C7.3 430 463 7.7Inclusive Tour Shoulder 400 438 9.5 462 506 9.5
Affinity/Group Winter 410. 487 18.8 497 565 13.7Shoulder 410 487 18.8 497 565 13.7Peak 519 601 15.8 615 689 12.0

JL/ As a result of court action, shoulder season fares were retained for winter travel.

Appendix I I I

North A t la n t ic  Scheduled Bassenger S erv ice  
P e r C a r r ie r  J u s t i f i c a t i o n s  (000)

Revenue Passenger-M iles 
A vailab le  S ea t-M iles 
Load F acto r

Total O perating  Revenues 
O perating  Expense 
Cost E x ca la tlo n s  

T otal .O perating  Expense 
Operating P r o f i t  (Luss)
Non-op. Income & Expense, Net 
'%et Income Before Taxes 
Income Tax (C r .)  $'48%"
Income A fte r  Tax 
Add: I n te r e s t  Expense 
Return Element 
Investment 
R. 0 . I .

H is to r ic a l  Y.E. 9/30/76 F orecas t r , f r T 3/31/78

N ationa l Pan American TWA
P re se n t Fare* Proposed Fares

N ationa l Pan Americar} TWA Pan American

6,799,699
12,205,500

55.77.

TUA
316,692 
542,531 

58.4%

6,059,011 6 
10,777,842 11 

¿6.2%

,919,000 
,760,000 

58.8%

. 528,314 
1,034,613 

51.1%

6,901,600
12,205,500

56.5%

7,440,000
13,055,000

57.07.
h

528,314
,034,613

51.1%

7,420,000
13,055,000

56.8%
Î  19.259 $ 445.696 S 516.830 S 32.841 $ 513.047 $ 577.229 • $ 34.489 $ 598.399 

545,59516,684 434,366 456,131 26,310 474,673
19.646

543,856 26,310 475,404
19.58416.684 . 434.366 456.131 26.-310 494.319 543.856 26.3102,575

(954)
1.621

(778)

11,330
(12,435)
(1 ,105)

(530)

60,699
(6,164)
54,535

(26.177V

6,531 
-  (893) 

5 ,6 3 8 ' 
(2.706V

18,728
(13,782)

4 ,946
(2.374V

33,373
(5 ,891)
27,482

(13.191

8,179 
(893) 

7 ,286 
(3 .497)

30,868
(13,782)
17,086

52,804
(5,891)
46,913

(22.518)
24,395843

954
(575)

12.435
28,358
'6 .164

2,932
893

2,572
13.782

14,291
5.891

3,789
893-

8,885 
13*7821.797

35.521
11,860 

264.695
34.522 3.825 16.354 20.182 4.682 22.667 ¿ 0 4286

5.06*4 4.48*4 19,95% 9.46% 5.57*4 11.18%' 11,58% 7,73%
180.559

16,77%
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Appendix IV

North Atlantic Scheduled Passenger Service 
As- Adjusted

(000)

Adjusted Forecast Y.E. 3/31/78
Present Fares 1/ Proposed Fares
National 2/ National 2/ Pan American 3/ TWA 3/

Revenue Passenger-Miles 528,314 528,314 6,799,699 7,420,000
Available Seat-Miles 905,112 905,112 12,034,865 13,017,543
Load Factor 58.4% 58.4% 56.5% 57.0%

Total Operating Revenues $32.841 $34,489 $525,856 $598.399
Operating Expense 24,071 24,071 470,763 544,432
Cost Escalations - - 19,422 -

Total. Operating Expense 24,071 24,071 490.185 544.432
Operating Profit (Loss) 8,770 10,418 35,671 53,967
Non-op. Income & Expense, Net (809) (809) ' (13,637) (5,878)
Net Income Before Taxes 7,961 9,609 22,034 48,089
Income Tax (Cr.) @  48% (3,821) (4,612) (10.576) (23.083)
Income After Tax 4,140 4,997 11,458 25,006
Add: Interest Expense 809 809 13.637 5,878
Return Element 4.949 -V 5.806 25,095 30,884
Investment 36.623 36,623 290.308 180,489
R. 0. I. 13.51% 15.85% 8.64% 17.11%

_1/ Pan A m erican  and TWA were n o t  a d j u s t e d  in  t h i s  i n s t a n c e .
2/ C a p a c i ty  a d j u s t e d  to  a c h ie v e  h i s t o r i c a l  lo ad  f a c t o r .
3 /  C a p a c i ty  a d j u s t e d  to  a c h ie v e  f o r e c a s t  lo ad  f a c t o r  under p r e s e n t  f a r e .

[PR Doc.77-7577 Piled 3-i4-77;8:45 am]

[Docket No. 30055; Order 77-3-53]
TRANS WORLD AIRLINES, ET AL.
Phoenix-Las Vegas-Reno Competitive 

Nonstop Service Proceeding
Adopted by the Civil Aeronautics 

Board at its office in Washington, D.C. 
on the 9th day of March, 1977.

By Order 76-11-67, November 12, 1976, 
the Board instituted the Las Vegas-Reno 
Competitive Nonstop Service Proceeding, 
Docket 30055, to determine whether the 
public convenience and necessity require 
additional nonstop service in the Las 
Vegas-Reno market.1

Applications have been filed by Trans 
World Airlines, Docket 30219 and Delta 
Air Lines, Docket 30216. Both carriers 
have moved to consolidate their appli­
cations in this docket. However, Delta’s 
application and motion to consolidate 
were filed concurrently with a petition 
for reconsideration of Order 76-11-67 
wherein Delta requests that the scope of 
this proceeding be expanded to include 
the Las Vegas-Phoenix market.

Hughes Airwest has filed a petition for 
reconsideration requesting that further

»Hughes Airwest is the only carrier cur­
rently authorized to provide nonstop service 
in this market.

action be deferred until other pending 
applications,, which the carrier contends 
propose more important public service 
benefits, have been heard.

Answers opposing D elta’s request for 
expansion and Airwest’s request for de­
ferral have been filed by the Bureau of 
Operating Rights and Western Air Lines. 
The Las Vegas Parties have filed an an­
swer opposing deferral of the proceeding 
but offer no objection to the inclusion of 
Phoenix. Airwest filed an answer oppos­
ing Delta’s requested expansion.

Subsequently, Airwest filed a supple­
mental petition for reconsideration and 
answer to TWA’s motion to consolidate 
accompanied by a motion to file an 
otherwise unauthorized-document. We 
will grant the motion. Airwest, 4n this 
pleading, requests that the Board ex­
pand the scope of the proceeding to in­
clude Albuquerque of, in the alternative, 
impose a prehearing restriction against 
TWA prohibiting through-plane service 
between Albuquerque and Reno. An­
swers in opposition have been filed by the 
Bureau and TWA. These answers are ac­
companied by motions to file otherwise 
unauthorized documents and the mo­
tions will be granted.

On consideration of the petitions and 
responses thereto the Board has deter­
mined to expand the scope of this pro­

ceeding to include the Las Vegas-Phoenix 
market. A reasonably close relationship 
between the Las Vegas-Reno and Las 
Vegas-Phoenix markets exists so as to 
justify their consideration in the same 
proceeding, in calendar year 1975, Las 
Vegas-Phoenix generated 132,730 O&D 
plus interline connecting passengers as 
compared to 129,840 such passengers in 
the Las Vegas-Reno market. The two 
markets are almost identical in size, quite 
similar in length and there exists a sig­
nificant traffic flow of 16,270 O&D plus 
interline connecting passengers between 
Reno and Phoenix who do not now re­
ceive nonstop service and who could help 
support service in both the Las Vegas- 
Reno and Las Vegas-Phoenix markets.

However, we have determined not to 
expand this proceeding further so as to 
include Las Vegas-Albuquerque. The rea­
sons for the inclusion of Phoenix do not 
obtain as to Albuquerque.2 As to deferral 
of the proceedings, Airwest has presented 
no new facts or arguments of which the 
Board was unaware when it issued Order 
76-11-67 instituting this proceeding.

2 Among other factors, the Reno-Albu- 
querque market is very small and would af­
ford little traffic support for either Las Vegas- 
Reno or Las Vegas-Albuquerque air service.
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Finally, we will deny Airwest’s request 

for a prehearing restriction on TWA in 
the Reno-Albuquerque market. The im­
position of such restrictions would limit 
the Board’s flexibility to impose only 
those restrictions which are found neces­
sary on the basis of an evidentiary rec­
ord. If there is, in fact, a need for such 
restrictions, it can be shown a t the 
hearing.

Accordingly, it is ordered That: 1. The 
petition for reconsideration of Order 
76-11-67 of Delta Air Lines be and 
hereby is granted;

2. This proceeding shall hereafter be 
known as the Phoenix-Las Vegas-Reno 
Competitive Nonstop Service Proceeding, 
Docket 30055;

3. The petition for reconsideration of 
Hughes Airwest be and hereby is denied ;

4. The proceeding shall include con­
sideration of the following issues:

a. Do the public convenience and ne­
cessity require the certification of an air 
carrier or air carriers to engage in addi­
tional nonstop air transportation be­
tween Las Vegas and Reno, Nevada, and 
Las Vegas, Nevada, and Phoenix, Ari­
zona?

b. If the answer to (a) is in the affirm­
ative, which air carrier fs) should be 
authorized to engage in such service?

c. What conditions, if any, should be 
placed 5n the operation of such 
carrier (s) ?;

5. The application of Delta Air Lines, 
Inc., in Docket 30216 be and it hereby 
is consolidated in Docket 30055;

6. The application of Trans World Air­
lines, Inc., in Docket 30219 be and it 
hereby is. consolidated in Docket 30055;

7. Applications within the expanded 
scope of this proceeding and motions to 
consolidate shall be filed ten (10) days 
from the date of service of this order 
and answers thereto shall be filed ten 
(10) days thereafter;

8. Except to the extent granted herein, 
all motions, petitions and requests for 
relief be and they are hereby denied;

9. This order shall be served upon 
Hughes Airwest, Western Airlines, Trans 
World Airlines, Delta Air Lines, the Las 
Vegas Parties and the Reno Parties, the 
Governor of Arizona, the Mayor of Phoe- 
mix, and the Arizona Department of 
Transportation, Aeronautics Division.

This order will be published In the 
Federal R egister.

By the Civil Aeronautics Board.
P hyllis T. Kaylor, 

Secretary.
Note.—Minetti and West, Members, filed a 

concurrence and dissent, which is part of 
the original document.

[ PR Doc.77—7578 Piled 3-14-77; 8:45 am)

COMMITTEE FOR IMPLEMENTATION  
OF TEX TILE AGREEM ENTS 

REPUBLIC TJF CHINA
Visa Requirements for Certain Cotton, 
Wool and Manmade Fiber Textile Products

March 9,1977.
AGENCY; Committee for the Implemen­
tation of Textile Agreements.

ACTION; Announcing changes in: (1) 
the red seal required to be affixed to 
visas for certain cotton, wool and man­
made fiber textile products exported to 
the United States from the Republic of 
China; and (2) the name of the official 
authorized by the Government of the 
Republic of China to issue visas.
SUMMARY: The Government of the 
Republic of China has informed the*Gov­
ernment of the United States of its in­
tention to begin using a new red seal 
on its export visas for cotton, wool and 
man-made fiber textile products which 
are subject to the Bilateral Cotton, Wool 
and Man-Made Fiber Textile Agreement 
of May 21, 1975, as amended. The new 
official authorized to issue the visas is 
Mr. Chiu-Yeh Liu of the Taiwan Textile 
Federation.
EFFECTIVE DATE: The Government of 
the Republic of China will begin using 
the new visa stamp and signature on 
April 1, 1977. Shipments of textile prod­
ucts exported from the Republic of 
China to the United States before April 1, 
1977 will not be denied entry, provided 
they are visaed in accordance with previ­
ously established procedures. Shipments 
exported to the United States from the 
Republic of China after March 31, 1977 
that are not accompanied by visas bear­
ing the new stamp and signature but are 
visaed in accordance with previously 
established procedures will not be denied 
entry until July 1,1977.
FOR FURTHER INFORMATION CON­
TACT:

Judith L. McConahy, International 
Trade Specialist, Office of Textiles; 
U.S. Department of Commerce, Wash­
ington, D.C. 20230.(202-377-5423)

SUPPLEMENTARY INFORMATION: 
On October 3, 1972, a letter to the Com­
missioner of Customs from the Chair­
man of the Committee for the Implemen­
tation of Textile Agreements was pub­
lished in the F ederal R egister (37 FR 
20745), which established an export visa 
requirement for cotton, wool and man­
made fiber textile products, produced 
or manufactured in the Republic of 
China and exported to the United States. 
The letter published below transmits to 
the Commissioner of Customs facsimiles 
of the new stamp and signature which 
will be affixed to export visas for textile 
products from the Republic of China, 
effective from April 1, 1977. Further, it 
directs the Commissioner to permit en­
try until July 1, 1977 of shipments of 
cotton, wool and man-made fiber tex­
tile products exported from the Repub­
lic of China after April 1, 1977, provided 
they are visaed in accordance with pre­
viously established procedures.

Robert E. S hepherd, 
Acting Chairman, Committee 

for the Implementation of 
Textile Agreements, and Act­
ing Deputy Assistant Secre-  

, tary for Resources and Trade 
Assistance.

Committee fob th e  I mplementation of 
Textile Agreements

Commissioner of Customs,
Department of the Treasury, Washington, 
D.C. 20229

March 9, 1977.
Dear Mr. Com m issioner: This directive 

further amends, but does not cancel, the di­
rective of September 27,1972 from the Chair­
man, Committee for the Implementation of 
Textile Agreements, that directed you to 
prohibit entry into the United States for 
consumption and withdrawal from ware­
house for consumption of cotton textiles and 
cotton textile products in Categories 1-64; 
wool textile products in Categories 101-132; 
and man-made fiber textile products in Cate­
gories 200-243; produced or manufactured in 
the Republic of China, for which the Repub­
lic of China Government had not issued a 
visa.

Under the terms of the Arrangement Re­
garding International Trade in  Textiles done 
at Geneva on December 20, 1973, pursuant 
to the Bilateral Cotton, Wool and Man-Made 
Fiber Textile Agreement of May 21, 1975, as 
amended, between the Governments of the 
United States and the Republic of China, and 
in accordance with the provisions of Execu­
tive Order 11651 of March 3, 1972, the direc­
tive of September 27, 1972 is hereby further 
amended to require that, effective on April 1, 
1977, visas accompanying shipments of cot­
ton, wool and/or man-made fiber textile 
products from the Republic of China will 
have a new red stamp superimposed on the 
visa and will be signed by Mr. Chiu-Yeh Liu. 
A facsimile of the stamp and signature Is 
enclosed.

Shipments of textile products exported be­
fore April 1, 1977 may be permitted entry 
without the new stamp and signature until 
July 1, 1977 provided they are otherwise 
visaed in accordance with previous directives.

The actions taken with respect to the Gov­
ernment of the Republic of China and with 
respect to imports of cotton, wool and man­
made fiber textile products from the Repub­
lic of China have been determined by the 
Committee for the Implementation of Tex­
tile Agreements to involve foreign affairs 
functions of the United States. Therefore, the 
directions to the Commissioner of Customs, 
being necessary to the implementation of 
such actions, fall within the foreign affairs 
exception to the rulemaking provisions of 5 
U.S.C. 553. This letter will be published in 
the F ederal Register.

Sincerely,
Robert E. Shepherd, 

Acting Chairman, Committee for the  
Implementation of Textile Agree­
ments, and Acting Deputy Assist­
ant Secretary for Resources and 
Trade Assistance.

VISA AUTHORIZED FOR
COTTON, WOOL AND MAN-MADE FIBER TEXTILE PRODUCTS 

EXPORTED TO THE UNITED STATES FROM THE REPUBLIC OP CHINA

REPUBLIC o r  CHINA j
TAJWAAT rexmA FEWKATUX
Licence Wo.. | _ 1 
For Shipping to Ü5 A Only! 
Category Mo, j

1 » }(lcrn̂a tiernmr tv f reeifoi fm«n i*« T<ffMt~5ra9w

(Chiu-Yeh U « )

[FR Doc.77-7453 Filed 3-14-77; 8 .*45 am ]
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COMMODITY FUTURES TRADING 

COMMISSION
EXTENSION OF NO-ACTION POSITION

FOR CERTAIN APPLICANTS FOR. REG­
ISTRATION AS ASSOCIATED PERSONS
The Commodity Futures Trading Com­

mission (“Commission") has taken two 
“no-action" positions with respect to 
certain persons who applied for regis­
tration as associated persons (“AP’s”) 
under the Commission’s interim com­
modity option regulations but whose ap­
plications were not received in time to 
permit processing before the January 17, 
1977 effective date of the registration re­
quirement. The first “no-action” position 
was announced on January 13,1977, and 
covered those AP applicants whose ap­
plications were filed on Or before Decem­
ber 27, 1976 and met certain other re­
quirements.1 This “no-action” position 
was originally to be effective only through 
February 21, 1977, but was extended by 
the Commission until March 7 ,1977.2 The 
second “no-action” position announced 
on February 4, 1977 covered applicants 
whose applications were received on or 
before January 17, 1977, and who re­
quested the “no-action” position by 
means of an affidavit attesting to specific 
facts.8 That “no-action” position also ex­
pired March 7, 1977. Because a few ap­
plications remain to be processed the 
Commission has determined to extend 
the two earlier “no-action” positions 
until March 18,1977.

Issued in Washington, D.C. on March 
9, 1977.

W illiam T. B agley, 
Chairman, Commodity Futures 

Trading Commission.
[PR Doc.77-7512 Filed 3-14-77:8:45 am]

EQUAL EMPLOYMENT 
OPPORTUNITY COMMISSION 

MEETING
A meeting of the Equal Employment 

Opportunity Commission will be held on 
Tuesday, March 15. 1977, beginning a t 
9:30 AM, in the Chairman’s Conference 
Room No. 2, on the fifth floor of the Co­
lumbia Plaza Office Building, 2401 E 
Street NW., Washington, D.C. 20506. The 
Commission plans to consider the follow­
ing agenda item in closed session:

Freedom of Information Act Appeal 77-1- 
FOIA-4 which involves a request for a Com­
mission Presentation Memorandum recom­
mending Commission intervention in the 
case of Sobel v. Yeshiva University et al. The 
10th exemption to the Government in the 
Sunshine Act (5 U.S.C. 552b(c) (10) ) permits 
the Commission to close the meeting since 
the subject matter involves the Commission’s 
participation in a civil act.

There are no other agenda items 
scheduled for the March 15, 1977, 
meeting.

If you have any questions concerning 
the agenda for the March 15, 1977 Com­
mission meeting, please contact the Of-

142 FR 3699 (January 19, 1977).
» 42 FR 11033 (February 25, 1977). 
»42 FR 9141 (February 14, 1977) .

flee of the Executive Secretariat at (202) 
634-6748 (9-5 e.t.).

Issued: March 8, 1977.
By Order of the Commission.

Ethel B ent Walsh,
Vice Chairman.

[FR Doc.77-7746 Filed 3-14-77:8:45 am]

FEDERAL COMMUNICATIONS 
COMMISSION

[Docket No. 21108; File No. BPCT-4847]
NITTANY COMMUNICATIONS, INC.

Construction Permit for a New Television 
Broadcast Station

Adopted: February 3,1977.
Released: March 9,1977.

1. The Commission has before it the 
application of Nittany Communications,'' 
Inc. (hereafter Nittany or NCI), State 
College, Pennsylvania, for a construction 
permit, BPCT—4847) for a new commer­
cial television broadcast station on 
cannel 29, a t State College, Pennsylva­
nia; a timely Petition to Deny the ap­
plication, filed by State College Com­
munications Corporation (hereafter 
SCCC) ; and other related pleadings filed 
by the two parties.1 SCCC is the licensee 
of standard broadcast station WRSC and 
FM broadcast station WQWK, both li­
censed to State College, and claims 
standing under the doctrine of FCC v. 
Sanders Brothers Radio Station, 309 U.S. 
470, 60 S. Ct. 693, 84 L. Ed. 869 (1940), 
alleging that Nittany’s proposed station 
would compete with SCCC’s stations for 
broadcast advertising in the State Col­
lege area. We find that SCCC has stand­
ing to oppose Nittany’s application.

2. In its Petition to Deny, SCCC al­
leges that Nittany’s ascertainment is de­
ficient in the following respects: Nit­
tany’s demographic study is inadequate; 
Nittany fails to identify the principals 
who conducted its community leader 
surveys; at least some of the person-

1 Among the pleadings is a Motion by 
SCCC for an additional extension of time 
in which to file a Reply to Nittany’s Oppo­
sition to the Petition to Deny. A motion filed 
July 15, 1975, for a ten-day extension was 
not opposed by Nittany, but a further mo­
tion filed July 25 for an additional one- 
week extension is opposed, on the ground 
that good cause for the extension, required 
by Section 1.46(a) of the Rules, has not 
been shown. SCCC contends that good cause 
can be found in the lefigth and complexity 
of Nittany’s Opposition pleading, the press 
of other business on SCCC’s counsel, and 
the forty-day extension utilized by Nittany 
to prepare its Opposition to the Petition to 
Deny. We do not believe good cause has been 
established for a second extension of time. 
On the other hand, it is clear that no one 
has been prejudiced by the additional delay 
(Nittany subsequently initiated a second 
pleading cycle with an unauthorized but 
unopposed supplemental pleading), and 
there seems to be a possibility that SCCC 
may have been misled into believing its 
second motion would not be contested. 
Therefore, we will waive the requirement 
of good cause and grant the requested 
extension.

nel who interviewed community lead­
ers and members of the general public 
were not qualified to do so; some leaders 
were consulted outside the permissible 
time period, if they were consulted at 
all; many of the persons alleged by Nit­
tany to be leaders either do not qualify 
as such, or Nittany has not submitted 
sufficient .information to demonstrate 
that they are leaders within the mean­
ing of the Primer;2 the applicant omit­
ted several significant groups from its 
survey of leaders and failed generally to 
consult with leaders from its proposed 
secondary service area; Nittany did not 
assure that the leaders surveyed were 
representative of the comunity (for ex­
ample, among the alleged leaders inter­
viewed, there are several close acquaint­
ances of principals of Nittany, many of 
whom are not in fact community lead­
ers); and Nittany did not take care to 
assure randomness of the general public 
survey. Approximately two weeks after 
SCCC filed its Petition, Nittany 
filed with the Commission an amend­
ment to its application and an Opposi­
tion to SCCC’s Petition. The amendment 
revises, inter alia, (a) demographic 
data, (b) the listing of community lead­
ers surveyed, (c) the general public sur­
vey, (d) the listing of significant prob­
lems and needs, and (e) the proposed 
typical and illustrative programming.

3. Nittany concedes that its general 
public. Nittany represents that it will 
was “inconsistent with case law” in that 
two Pennsylvania State University stu­
dents made the interviews. To remedy 
this deficiency, Henry Forker, a princi­
pal, conducted some 150 interviews in a 
“supplementary” survey of the general 
public. Nittany represents that it will 
rely on the later survey “for the pur­
poses of its application.” This later sur­
vey was conducted in a manner (sys­
tematic selection from a telephone 
directory) which provides sufficient 
guarantees of randomness. Nittany has 
also added by amendment, the names of 
leaders from Blair, Clinton, Centre, 
Huntingdon and Mifflin counties, which 
Nittany has described from the outset as 
its secondary service area.

4. In its assertion that “the Commis­
sion will look to the bona fides of the 
original survey,” SCCC implies that we 
cannot or should not consider the cor­
rections made by Nittany in its amend- 
ments.3 The petitioner overlooks Sec­
tion 1.522 of our Rules, which permits 
amendment of an application as a mat­
ter of right, subject to certain limita-

2 Primer on the Ascertainment of Commu­
nity Problems by Broadcast Applicants, 27 
FCC 2d 650 (1971).

3 It is possible that SCCC refers in the 
statement to the alleged misrepresentations 
by Nittany, discussed below, although the 
context would indicate that SCCC believes 
that Nittany’s ascertainment must be judged 
on the merits of the original survey. If SCCC 
is, in fact, referring to the alleged misrepre­
sentations, which we believe call for further 
inquiry (see discussion beginning at para­
graph 11), we are obliged to point out that 
we see no other reason for calling into ques­
tion the “good faith” of Nittany’s ascertain­
ment efforts.
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tions not relevant here, until an order 
designating the application for hearing 
has been adopted.4

5. We agree that there are shortcom­
ings in Nittany’s ascertainment effort, 
but conclude that, on the whole, it satis­
fies the requirements of our Primer. To 
begin with, the compositional survey 
does not fully reflect the demographic 
breakdown of the community. Nittany 
has omitted students at Pennsylvania 
State University who reside off-campus 
in State College because “inclusion of a 
number of students would cause dis­
tortion of the figures vis-a-vis the actual 
permanent population of the residential 
community of State*College.* * *” 5

6. Similarly, while the applicant has 
claimed that blacks constitute 0.5 percent 
of the population, the U.S, Census for 
1970 indicates that blacks are 3 percent 
of the population. The applicant explains 
the discrepancy by stating that it has in­
cluded in the base population figure sev­
eral townships surrounding the borough 
of State College. This results in blacks 
appearing to be a much less significant 
segment of the community.

7. The Primer requires that an appli­
cant’s compositional showing include all 
“significant groups” as well as the “mi­
nority * * * breakdown” of the com­
munity of license.6 We note, however, 
that these shortcomings in the composi­
tional data supplied by the applicant 
have not resulted in an omission of either 
students or blacks from the community 
leader survey. Nittany did interview stu­
dent leaders and university officials who 
deal regularly with students and student 
concerns, and also interviewed a number 
of black leaders in the community.

8. SCCC has not shown any other sig­
nificant omissions in Nittany’s demo­
graphic data, and Nittany appears to 
have interviewed at least one representa­
tive of every significant group or organi­
zational category identified by its de­
scription of the community. In view of 
the above, we do not believe a hearing 
on this issue is warranted.

9. SCCC further alleges that many of 
the persons listed in Nittany’s survey of 
community leaders (probably on the 
order of 25% of those from the commu­
nity of State College itself) cannot be 
properly classified as community leaders 
on the basis of the information supplied 
by Nittany in its application and related 
pleadings. Under the Primer, an appli­
cant must make “at least a minimal 
showing” that the interviewee is a lead­
er of a particular group or organization 
or the community as a whole. St. Cross 
Broadcasting, Inc., 39 PCC 2d 1067, 1068 
(Rev. Bd. 1973).

* Stone v. FCC, 466 F. 2d 316 (D.C. Cir. 
1972). Although Stone concerns a renewal 
applicant, no distinction is made in Section 
1.522 between the amendment rights of new 
applicants and renewal applicants.

6 The University is not within the corpo­
rate limits of State College, but it is instead 
a municipality unto itself, known as Uni­
versity Park, wholly surrounded by the 
borough of State College.

* Primer, supra at 683.

10. In  this regard, we note that Nit­
tany’s exhibits describing the community 
leaders interviewed carefully set forth 
the problems mentioned by each leader. 
Thus, it is possible to segregate the re­
sponses of those p>ersons clearly demon­
strated to be leaders from those whose 
qualifications are questionable. Such a 
segregated list would show problems 
mentioned which would permit an ap­
plicant, well within its good faith judg­
ment and discretion, to arrive at the list 
of problems which Nittany has deter­
mined to deal with in its programming. 
We are reluctant to attempt to review the 
applicant’s evaluative processes in con­
structing a programming proposal. Pri­
mer, supra, at 672. The applicant could 
rightfully rely in its evaluation on the 
responses of persons whose credentials as 
community leaders might be in doubt, as 
much as the responses of members of 
the general public who also were sur­
veyed. In summary, we find that the ap­
plicant has adequately fulfilled the re­
quirements of the Primer.

11. A problem does exist, however, con­
cerning the manner in which Nittany 
contacted community leaders. SCCC has 
claimed that “ [a lt least 21 community 
leader contacts were not made as repre­
sented by the applicant.” The allegation, 
so far as the majority of the twenty-one 
leaders is concerned, is based on affidavits 
which are essentially hearsay of third- 
parties with no direct knowledge of the 
facts. Nittany has supplied countering 
affidavits which establish, at least, that 
all of the twenty-one named persons, 
with the exception of one, have been con­
tacted or “recontacted” by a Nittany 
principal not more than six months prior 
to the'filing of the application.

12. The fact that one person listed in 
the survey may not have been contacted 
may be dismissed as an aberration not 
affecting the good faith of the applicant's 
survey report. E.g., CBS, Inc., 49 FCC 2d 
1214,1217 (Rev. Bd. 1974). However, it is 
not disputed that some of the interviews 
reported in Nittany’s application as orig­
inally filed were not made by principals 
of the applicant. According to Nittany, 
“at least one” of its principals miscon­
strued the Primer’s instructions in this 
regard. Nittany identifies only one prin­
cipal to whom this statement may apply, 
Dr. Reid Allison, who explains in an af­
fidavit that “in using my secretary to 
make the initial contacts I  had no idea 
that the action would in anyway (sic) be 
unacceptable.” It is not clear how many 
community leaders were originally con­
tacted in this manner, although it now 
appears that, subsequent to the filing of 
the application, all leaders originally con­
tacted by Dr. Allison’s secretary have 
been contacted personally by him.

13. Although for the purpose of con­
formity with the Primer’s requirements, 
the defective interviews appear to have 
been “cured,” a further matter to be 
considered is the possibility that Nit­
tany’s statement that “community lead­
ers were contacted by principals of Nit­
tany Communications, Inc.,” amounted 
to a willful misrepresentation to the

Commission. Post-Newsweek Stations of 
Florida, Inc., 46 FCC 2d 647 (1974) ; 
The Thom’s Broadcasting Cos., Inc., 52 
FCC 2d 376 (Rev. Bd. 1975). The im­
portance of “person-to-person inter- 
viewCsl” to establish a “dialogue * * * 
between the community and the decision­
making personnel of the applicant” is 
clearly enunciated in the Primer, supra, 
at 664. Considering the experience of 
one of Nittany’s principals7 as a broad­
caster and in making community sur­
veys, to which Nittany has itself called 
attention; the reference in that prin­
cipal’s instructions to other Nittany prin­
cipals to “person-to-person” interviews, 
and his admonishment to other prin­
cipals to “read the FCC Primer * * * 
thoroughly,” we do not believe that Nit­
tany’s present claim of misinterpreta­
tion and lack of intention to mislead the 
Commission is sufficient to put the mat­
ter to rest. The Thom’s Broadcasting 
Cos. Inc., supra, at 381, 382. Accordingly, 
an issue will be specified to inquire into 
the facts and circumstances surrounding 
the interviews of community leaders by 
person’s other than principals of the ap­
plicant, and whether, in connection with 
those interviews, misrepresentations were 
made to the commission and, if so, the 
impact on Nittany’s qualifications to be 
a licensee of the Commission.

14. A further question is raised whether 
Charles Aikens, publisher of the daily 
newspaper at State College, was or is an 
undisclosed stockholder and principal of 
Nittany. If this were found to be the 
case, not only would the applicant’s mis­
representations and lack of candor call 
its qualifications to be a licensee into 
question, but grant of this application 
would also be barred by Section 73.636(a) 
of the Commission’s Rules, which pro­
hibits formation of new television- 
newspaper combinations in the same 
community.

15. It is agreed that Aikens was, prior 
to the filing of the application on March 
12, 1975, a shareholder and director of 
Nittany. As filed, the application makes 
no reference to Aikens. According to 
Aikens’ affidavit, on being informed of 
the prohibition in the Rules, “tslo  not 
as to do anything which might slow 
down the Commission’s action on Nit­
tany’s application, I withdrew from the 
corporation” by an unnotarized agree­
ment dated March 10, 1975. This agree­
ment does not appear to be self- 
executing. Rather, it appears to have 
required action on Aikens’ part to trans­
fer his shares back to the corporation, 
and the return of his investment ($8,000 
for 80 shares of stock) by the corpora­
tion. Again according to Aikens, “ tmly 
original investment was returned to me 
during the last few days of June 1975.”

16. In an amendment dated May 12, 
1975, Nittany disclosed for the first time 
that Aikens had been a principal prior 
to the filing of the application and that 
some of the community leaders listed 
in the applicant’s smvey were contacted

7 This principal, Wolfram J. Dochterman, 
is Nittany’s Executive Vice-President, a Di­
rector, and a 20 percent stockholder.
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by him. Nittany stated unequivocally 
that “Mr. Aikens withdrew from the 
applicant corporation prior to the filing 
of the application.” SCCC attaches spe­
cial significance to this disclosure as the 
product of its local investigations in 
State College leading to the filing of its 
Petition to Deny on May 15, 1975. We 
believe, however, that it is not neces­
sary to connect these events to conclude 
that there is a substantial and material 
question as to Nittany’s candor with the 
Commission in this matter and, there­
fore, as to its qualifications to be a Com­
mission licensee.

17. Nittany’s balance sheet for March 
12, 1975, submitted with the application, 
contains no clue as to the status of 
Aikens’ transactions with the corpora­
tion. Eight hundred shares are shown as 
issued, thereby accounting for those 
shares listed in Exhibit 9 of the applica­
tion as owned by the various stock­
holders in the corporation.8 Yet, until 
Aikens’ shares were transferred to the 
corporation and cancelled, they were 
surely “issued” shares of the corporation 
and should have been reflected as such 
in the corporation’s financial statement. 
As recited in Exhibit 9, Attachment D to 
the application, eight individuals held 
eighty shares of stock apiece, while Wol­
fram J. Dochterman, a t the time the 
application was filed, held 160 shares. An 
option agreement between Dochterman 
and the corporation indicates that his 
shares were purchased at par value 
($0.01 per share), while other investors 
paid $100 per share. If this is the case, 
then, although the capital stock account 
Indicates 800 shares of stock issued and 
outstanding, the balance ($71,992) in the 
account styled “Capital contributed in 
excess of par value,” can be explained 
only by the issuance of an additional 80 
shares not reported in Exhibit 9, Attach­
ment D. This belies the later statement 
by Nittany that Aiken’s $8,000, after ex­
ecution of the March 10 agreement, was 
treated as a loan. Not only was that 
amount apparently treated as stock­
holder equity in the initial balance sheet, 
but no subsequent balance sheet elimi­
nates the discrepancy. A revised balance 
sheet (as of March 12, 1975), submitted 
May 12,1975, does not change any of the 
above figures. A later balance sheet, sub­
mitted July 9, 1975, appears to correct 
the capital accounts, but the date of the 
balance sheet (“as of June 17, 1975”) 
appears significant in view of Aikens’ 
statement that his investment was re­
turned “in the last few days of June 
1975.” While the June 17 balance sheet 
cleared Aikens’ $8,000 from the capital 
accounts, it does not show the $8,000 as 
a current liability, although the recited

»SCCC has suggested that Henry Porker, 
listed as a 10 percent stockholder, and 
Aikens’ son-in-law, is Aikens’ alter ego in the 
corporation. A letter guaranteeing Porker’s 
subscription agreement, signed by trustees 
of the trust of which Porker is the benefici­
ary, and other documents, suggest instead 
that the money which went into his invest­
ment is his own. We are not willing, without 
more, to endorse the thought that sons-in­
law have no identity of their own.

chronology would indicate the funds had 
not yet been returned.

18. Nittany’s answer to SCCC’s ques­
tion why the arrangement was not shown 
on the financial statements is that it was 
“inadvertently omitted.” However, as 
shown above, the March 12, 1975, bal­
ance sheet, both as originally submitted 
♦and as revised by the May 12, 1975, 
amendment, clearly indicates the exist­
ence of an unreported ownership inter­
est. As such, the question is less one of 
omission than one of concealment. Nit­
tany further claims that "Ctlhe arrange­
ment was not considered significant * * * 
with relation to Nittany’s financial sta­
tus, because repayment was considered a 
fait accompli.”

19. I t  is fatuous to contend that the 
matter relates only to Nittany’s finan­
cial qualifications. Any ownership in­
terest which might have prohibited a 
grant of Nittany’s application8 can 
hardly be so restricted in its implica­
tions. So long as the necessary events to 
the termination of Aikens’ interests, i.e., 
transfer of the shares and refund of the 
$8,000, did not take place, we believe it 
was an interest which was required to 
be fully disclosed to the Commission. The 
facts, as they presently appear from the 
pleadings and the application, indicate 
th a t Aikens’ interest continued until 
sometime in late June 1975. Therefore, 
an issue will be specified to determine 
the facts and circumstances surround­
ing the disposition of Aikens’ investment 
in Nittany; whether Nittany has made 
misrepresentations or has violated Sec­
tion 1.514 of the Commission’s Rules;10 
whether Nittany has been less than fully 
candid with the Commission, and any 
consequential impact on Nittany’s quali­
fications to be a licensee of the Commis­
sion.

20. While we will inquire into the qual­
ity of Nittany’s representations to the 
Commission, we do not believe there is 
sufficient basis for a further inquiry into 
Aikens’ alleged status as an undisclosed 
principal of Nittany. For a certainty, 
Aikens’ ownership interest is now ter­
minated, although Nittany does disclose 
his interest in subsequently obtaining a 
waiver of the cross-ownership rule in the 
event Nittany’s application is granted. 
SCCC’s further allegations in this regard 
concern primarily Aikens’ efforts in 1975 
to determine by telephone calls whether 
persons listed in Nittany’s survey of com­
munity leaders had, in fact, been con­
tacted by Nittany principals; and efforts 
by Nittany to obtain zoning approval for 
use of property owned by Aikens as its 
main studio location, after an option 
contract to purchase the property from 
Aikens had expired. The former incidents

» See paragraph 14, above, concerning 
§ 73.636(a) of the Buies.

“ Section 1.514 requires the applicant to 
supply all Information called for by the re­
quired form, In this case PCC Form 301. Por­
tions of the form for which, in our opinion, 
the applicant’s submissions may. not have 
been completely responsive Include Para­
graphs 10 and/or 13, Section II, FCO Form 
301, and Paragraph 4, Section III, FCC Form 
301.

are of no continuing significance in view 
of the formal termination of Aikens’ 
ownership interest in late June. As to the 
latter activity, while SCCC suggests that 
there is an indication that Aikens’ deal­
ings with Nittany subsequent to the ter­
mination of his ownership interest were 
on a less-than-arms-length basis, we be­
lieve there is no blanket requirement 
that all of an applicant’s business deal­
ings be conducted on a basis of legal 
formalities, i.e., that renewal or exten­
sion of the option contract was required.11

21. SCCC alleges that Nittany has 
failed to demonstrate the requisite finan­
cial qualifications to build and operate 
its proposed station for one year. Some 
of SCCC’s factual charges are now moot 
because Nittany has submitted clarifying 
amendments; other charges appear to be 
mere surplusage, without factual basis. 
For example, SCCC disputes Nittany’s 
estimates for equipment, building and 
staffing expenses. However, in our view, 
Nittany has made reasonable business 
judgments well within an applicant’s 
discretion. Thunder Bay Broadcasting 
Corporation, 49 FCC 2d 1023 (1974). At 
the least, Nittany’s proposal is not so 
far below “average” to conclude that the 
station cannot be operated as proposed 
with the budgeted funds. Midwestern 
Broadcasting Company, Inc., 15 FCC 2d 
720 (1968). However, for reasons out- 
linedjjelow, it will be necessary to set 
Nittanps application for hearing on the 
question of whether sufficient funds will 
be available to construct the station and 
operate for one year on the basis of the 
estimates contained in Nittany’s financial 
proposal.

22. Based on information contained in 
the application, Nittany will require an 
estimated $868,355, to construct and op­
erate its proposed facility for a period 
of one year, itemized as follows:
Down payment on equipment____ $150,000
13 monthly payments on equipment

b a lan ce______ ________ _______  121,875
13-mo. interest on equipment bal­

ance ____________________ ___ 39,000
Land and buildings_____________ -  20,480
Miscellaneous __________________  85,000
Items not covered by manufac­

turer’s letter of credit______ __  3,000
Working capital requirement_____  449,000

Total __________________ _ 1868,355
1 Our estimate of dollar requirements is 

considerably lower than Nittany’s because 
we do not include debts to be paid by Nittany 
after one year in our analysis. Nittany in­
cludes this debt as part of its requirement, 
and offsets it with a deferred credit balance. 
Our figures are based on the applicant’s 
credit documents, which take into consider­
ation the amount of deferred credit avail­
able. SCCC has disputed Nittany’s assump­
tion that an ABC network affiliation will be

11 SCCC alleges that Nittany has attempted 
to deceive the Commission by suggesting that 
Aikens’ property is one of many sites under 
consideration for the proposed station’s 
studio. According to SCCC, “detailed arrange­
ments and plans have been negotiated with 
Mr. Aikens.” No facts have been submitted 
which would sustain this allegation. In any 
event, we would Imagine that, when its op­
tion on the property expired, Nittany was 
required to at least contemplate the acqui­
sition of alternative locations.
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available. Any judgment we might make in 
this regard would be entirely speculative. 
Cf., Thunder Bay Broadcasting Corporation, 
47 FCC 2d 1227. (1974). We note however, 
that Nittany has submitted a proposal for 
non-network operation, in the event no net­
work affiliation is available, in which its esti­
mated expenses would be slightly less than 
those listed above. In disputing virtually 
every individual estimated expense submit­
ted by Nittany, the petitioner has also con­
tended that Nittany’s “vague responses or 
half-truths . . ., when taken together, are 
as deceptive in their ultimate effect as’out- 
right misrepresentation.” For example, SCCC 
allages that Nittany has attempted to hide 
the potential cost of delivering a network 
signal. Nittany reasonably responds that it 
has assumed that the cost of delivering the 
network signal will be borne by the network, 
if Nittany is a primary network affiliate. If 
that is not to be the case, Nittany has ex­
plained how the cost will be met from funds 
budgeted for program acquisition. SCCC 
seems to believe that because some of Nit­
tany’s estimated expenses changed, while the 
total requirement remained relatively con­
stant, some of the dollar estimates were 
manufactured to remain within a predeter­
mined amount. We have previously recog­
nized an applicant’s discretion “to apply in­
genuity and flexibility to devise the best 
practicable service,” Thunder Bay Broadcast­
ing Corporation, 49 FCC 2d 1023, 1028, 
(1974), within the resources available to it. 
With nothing more than SCCC’s speculation 
to go on, and in view of our conclusion that 
Nittany’s estimates are reasonable, paragraph 
21, above, no question of misrepresentation 
is involved: we can only assume that revis­
ions in Nittany’s estimates represented actu­
al projected expenses of operation.

To meet this requirement, Nittany re­
lies on (1) existing capital, (2) new cap­
ital, and (3) a bank loan.15

23. Nittany’s amended page two of 
Section III, FCC Form 301, as of Sep­
tember 1, 1975, shows existing capital of 
$67,000. This is at odds with a showing 
on the last submitted balance sheet, 
dated June 17, 1975, which indicates 
cash on hand and in banks of $77,150. 
No new balance sheet has been submit-

n Inasmuch as NCI states that it does not 
rely on revenues, and we find that it has not 
complied with our requirements for docu­
mentation, we omit consideration of NCI’s 
projected revenues. See Erwin O’Connor 
Broadcasting Co., 37 FCC 2d 983, 25 RR 2d 
732 (Rev. Bd., 1972).

“ SCCC claims that Nittany’s cash posi­
tion should be reduced by cumulative cash 
payments or accrued liability to Wolfram J. 
Dochterman under his contract to serve as 
general manager for $3,000 a month. A read­
ing of Dochterman’s contract clearly indi­
cates it is for services as a general manager 
of an operating station, and nothing there­
in requires a conclusion that Dochterman is 
entitled to compensation at this point, prior 
to construction and operation. SCCC also al­
leges that Dochterman’s expenses in the 
preparation and prosecution of the appli­
cation are being paid or reimbursed by the 
corporation. It does n o t,. however, even 
guesstimate” the amount of these expenses, 

and none of its allegations in this meritless 
claim are supported by an affidavit by any 
person with personal knowledge of the facts. 
As to a salesman SCCO alleges Is on the Nit- 
, “f  .Payroll, it  is completely posslBle this 
individual is being compensated by com­
mission, and in any event, there is no basis 
or believing that the total compensation is 

substantial or significant for Nittany’s fi­
nancial qualification«,

ted indicating a change in Nittany’s fi­
nancial position, but we will utilize the 
more recent figure.“ Nittany’s last bal­
ance sheet also indicated “prepaid or­
ganizational expenses” amounting to 
$43,050. This entry has not been further 
itemized and, in the absence of a show­
ing how such expenses are related to the 
cost of operation and construction, will 
not be considered a source of funds.

24. Additionally, Nittany claims sub­
scriptions receivable of $364,800. Bank 
letters of credit to assist two subscrib­
ers—Houser and Magnani—in fulfilling 
their subscription commitments have 
expired by their own terms. However, 
since Houser’s personal balance sheet 
shows adequate liquidity to meet his 
subscription obligation, we shall dis­
count only the amount of Magnani’s 
subscription—$33,600. Thus, total sub­
scriptions receivable and available are 
$331,200.

25. The Bank loan, for $500,000, pro­
vides for a moratorium on principal pay­
ments for the first year, leaving only in­
terest payments, at one-half percent 
above prime (now approximately six and 
one quarter percent) due during the 
first twelve months. However, a draft 
agreement between the bank and Nit­
tany, submitted with the letter of com­
mitment, indicates that a condition of 
the loan is that Nittany maintain a com­
pensating balance of a t least twenty per­
cent of the outstanding credit extended 
by the bank. If such a balance is main­
tained, the maximum “real” credit 
available would be $400,000. If the re­
quired compensating balance is not 
maintained, the memorandum provides 
for an additional one quarter percent 
per month interest charge, computed on 
the full amount of the letter of credit. 
Arithmetically, the assumption most fa­
vorable to Nittany (and the most realis­
tic, considering the size of its financial 
requirements) is that the compensating 
balance requirement will not be met. 
Thus, we are required to add, effectively, 
an additional three percent per annum 
to the cost of Nittany’s bank loan, for 
total interest payments required in the 
first year of $48,750. The net proceeds 
of the bank loan, therefore, will be at 
most $451,250.

26. Thus, total funds available to Nit­
tany wifi be only $849,450, to meet a re­
quirement of $868,355. An issue, there­
fore, win be required to determine the 
avaUabUity of additional funds to Nit­
tany for construction and operation of 
the station and, in light of the evidence- 
on that point, whether Nittany is finan­
cially qualified.

27. Wolfram J. Dochterman, referred 
to above in footnote 13, is listed by Nit­
tany as its Executive Vice President, one 
of its Directors, and a twenty percent 
stockholder. Although SCCC character­
izes its allegations pertaining to Doch­
terman as “bearing upon the finanHai 
viability of Nittany,” it also charges that

Ctlhe facts detailed . . .  strongly sug­
gest that the NCI application was the 
product of a promoter’s scheme for pri­
vate enrichment . . .  at the expense of 
stockholders and lenders who were naive 
concerning the realities of broadcasting

in general and UHF television in par­
ticular.” This charge relates to the char­
acter of a principal (and, hence, the ap­
plicant), and must, therefore,’ be dis­
cussed separately.

28. SCCC alleges that two enterprises 
in which Dochterman was previously in­
volved were demonstrable failures. Since 
both ventures concerned proposed UHF 
stations (one was to operate on the chan­
nel herein applied for), SCCC implies 
that Dochterman and other Nittany 
principals had a duty to disclose these 
alleged past failures of the promoter to 
potential principals and creditors. More­
over, SCCC concludes that there may 
have been misrepresentation or omis­
sion of the essential information in the 
Nittany “proposal” to investors with re­
spect to the chances of obtaining ABC 
affiliation and the risks inherent in an 
investment in a UHF station.

29. I t  may be that the proposal pub­
lished by Nittany omitted information 
which would be important to prospective 
investors, and it may be that Nittany, 
through Dochterman, “puffed” the pos­
sibility of an ABC affiliation and its con­
sequences. However, we believe that vir­
tually any investors with their eyes open 
will take their own notice of the risks 
concomitant with an investment in a 
new UHF broadcast station. We will not 
get into the business of inferring mis­
representation from the standard hyper­
bole of the marketplace.1*

30. SCCC’s charge that the Nittany 
application for Dochterman’s private en­
richment is not substantiated by its al­
legations. SCCC implies that Dochter­
man s contract with Nittany is extra­
ordinarily generous, and that this agree­
ment is further evidence of Dochter­
man’s scheme to loot the corporation. 
Like Nittany’s decision to hire Dochter­
man in the first place, the salary ques­
tion is a  matter of discretion on the part 
of the applicant. Moreover, as a share­
holder, and through advertising commis­
sions, Dochterman’s financial success is 
contingent upon the proposed station’s 
success. In view of the foregoing, with 
respect to the question of whether or not 
the Nittany application is a scheme for 
Dochterman’s private enrichment, we 
hold that there are no substantial and 
material questions of fact, and that based 
upon the pleadings before us, the appli­
cation is not such a scheme.

31. In  its Petition to Deny, SCCC al­
leges that Nittany’s proposed tower and 
transmitter site on State Forest Land 
will be inadequate for the stated purpose 
because the right-of-way, as proposed, 
will be too small. This charge has been 
overtaken by events, inasmuch as Nit­
tany has obtained a license for a right- 
of-way, which is adequate to house Nit­
tany’s tower, transmitter, guying lines 
and guy anchors. This license, dated July 
15, 1975, further provides that Nittany 
may build a service building and access

u  If an investor feels be was misled to bis 
detriment by tbe Nittany proposal, a civil 
forum is always available, wbicb should have 
tbe first opportunity to interpret n.r>rf en­
force tbe applicable law. State of Oregon. 
58 FCC 2d 332, 333 (1976).
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road. SCCC has not contested the valid­
ity or sufficiency of the agreement be­
tween Nittany and the State of Penn­
sylvania, apparently because, on its face, 
it meets the petitioner’s own engineering 
requirements. Therefore, we find that 
Nittany’s proposed site is available and 
suitable.15

32. SCCC alleges that a grant of Nit­
tany’s application “* * * would * * * 
threaten the existence of a new UHF 
facility which does have a chance to offer 
service in the area.” In the text of its 
Petition to Deny, SCCC outlines none of 
the specifics of this contention. Rather, 
it submits as an exhibit the unsworn 
statement of Mr. John R. Powley, licensee 
of television broadcast station WOPC, 
Channel 38, Altoona, Pennsylvania, 
wherein Mr. Powley characterizes the al­
leged threat of the Nittany application. 
Powley states his belief that “* * * the 
Johnstown-Altoona market, which in­
cludes State College, cannot possibly sup­
port two UHF stations.” He represents 
that his station is already in debt, and 
that a competing station “* * * partic­
ularly if it somehow gained a network af­
filiation, would put Station WOPC * * * 
in a marginal financial position.”

33. Although SCCC is imprecise in la­
beling the issue under discussion, it ap­
pears that the petitioner is attempting 
to show that a Carroll issue is war­
ranted.18 The Carroll issue requirements
are set forth in WLVA, Inc., FCC 459 F. 
2d 1286 (D. C. Cir., 1972):

* * * a petitioner seeking a hearing on 
the Carroll issue must plead specific factual 
data sufficient to make out a prima facie 
case that the economic consequences that a 
grant of the challenged application will lead 
to an overall derogation of service to the 
public. Specifically, the petitioner must raise 
substantial material questions of fact as to 
whether: (1) the revenue potential of the 
market is such that a grant will cause a sig­
nificant loss of income; (2) the effect of this 
loss will be to compel the petitioner to elim­
inate some or all of its public service pro­
gramming; and (3) this loss of programming 
will not be offset by the increased non-net- 
work programming proposed to be offered by 
the applicant.
Id., at 1297.17 SCCC falls short of the

15 SCCC has submitted an engineering 
study which purports to show that, from the 
proposed location, Nittany will encounter 
shadowing problems in the direction of the 
communities of Johnstown and Altoona. This 
study was apparently submitted for the pur­
pose of showing that Nittany is condemned 
to a secondary position in the “Johnstown- 
Altoona” television market. Thus, the merits 
of the study, which do not appear, in any 
event, to be substantial, are irrelevant to the 
question of the technical suitability- of Nit- 
tany’s transmitter site, from which the pro­
posed station will provide State College with 
a principal city signal and minimal shadow­
ing will result.

M Carroll Broadcasting Co. v. FCC, 258 F. 
2d 440 (D.C. Cir., 1958).

ii We note that Powley has not sought the 
status of a party in this case. However, we 
recognize the right of the petitioner to 
raise the question of adverse economic con­
sequences on another station, in order to 
vindicate the public interest. Cf., Scripps- 
Howard Radio, Inc. v. FCC, 316 TJ.S. 4 (1942).

stringent requirement of specific factual 
pleading to substantiate the need for a 
hearing on a Carroll issue. Indeed, in 
Powley’s statement, there are no factual 
data to support his predictions of dire 
economic consequences in the event of a 
grant of Nittany’s application. Nor does 
SCCC submit any such information in 
the text of any of its pleadings. There­
fore, we find that SCCC has failed to 
plead specific factual data sufficient to 
raise a substantial and material question 
of fact as to the likelihood that a grant of 
Nittany’s application would: (1) cause 
WOPC to suffer a significant loss of in­
come or (2) force WOPC to eliminate 
any of its public service programming. 
Since SCCC has not satisfied the two 
threshhold requirements for a Carroll 
issue, it would be superfluous to address 
the third.

34. On June 26, 1976, Nittany filed a 
timely Petition to Deny SCCC’s renewal 
application18 for Radio Stations WRSC 
and WQWK(FM) State College, Penn­
sylvania. SCCC charges, in -a pleading 
filed October 31, 1975, that Nittany’s 
petition was filed " . . .  in order to scare 
SCCC and cover up the deficiencies in its 
own application.” SCCC relies upon our 
decision in. Radio Carrollton, 52 FCC 2d 
1173 (1975), and contends, that likeiSie 
applicant in Carrollton, “NCI was more 
interested in fending off a well-grounded 
protest than in bringing public interest 
information to the Commission’s atten­
tion.”

35. In February 1976, we released a 
Memorandum Opinion and Order desig­
nating SCCC’s two renewal applications 
for hearing on the following issues:

To determine whether State College Com­
munications Corporation, its principals or 
agents, filed a petition to deny the applica­
tion of Nittany * * * for a construction 
permit for a UHF station, channel 29 in 
State College, Pennsylvania, for the purposes 
of impeding, obstructing, or otherwise delay­
ing grant of that application.
State College Communications Corpora­
tion, 58 FCC 2d 462 (1976). Nittany, pe­
titioner in that proceeding, submitted 
four affidavits purporting to show that 
SCCC, in petitioning to deny Nittany’s 
application, intended to delay the grant 
thereof. For example, a principal of 
SCCC was quoted as saying “. . . that he 
was sure that he could not stop the tele­
vision station from coming into State 
College, but that he would try to slow its 
progress down.” In ordering a hearing, 
we made no findings as to the merits of 
Nittany’s application or SCCC’s petition, 
which are herein under consideration. 
We did find that there was extrinsic evi­
dence of SCCC’s intent to impede Nit­
tany’s application, raising a question 
which was required to be resolved in a 
hearing.

36. SCCC’s argument may be seen in 
three steps: (1) SCCC raised questions 
in its Petition to Deny which Nittany 
knew to be meritorious; (2) Nittany, 
therefore, has no legitimate grounds for 
claiming that SCCC filed a “strike” peti­
tion; (3) Nittany, by petitioning to deny

«File Nos. BR-4041 and BRH-1688.

SCCC’s renewal applications, can only be 
seeking to retaliate against SCCC. We 
reject this logic. As we held in State Col­
lege Communications Corporation and 
Radio Carrollton, supra, and in Asheboro 
Broadcasting Company, 20 FCC 2d 1 
(1969), even if only one purpose of a 
party is to obstruct, impede, or delay the 
grant of an.application, then that party 
may be found to have submitted a 
“strike” application (or petition)—re­
gardless of the merits of the other issues. 
There was. ample, albeit disputed, evi­
dence from which it could be inferred 
that SCCC had submitted its Petition to 
Deny with the foregoing motive in mind 
and for that reason we designated its re­
newal applications for hearing.

37. Although we do not accept SCCC’s 
reasoning, we have carefully reviewed the 
pleadings to determine whether there is 
a substantial and material question of 
fact as to whether there was an improper 
motive underlying Nittany’s Petition to^ 
Deny SCCC’s renewal applications. There 
is no extrinsic evidence before us which 
would warrant an abuse of process issue. 
We cannot call an applicant to task on 
the basis of surmise and speculation.

38. With the exception of the matters 
discussed above which are the basis of 
the issues specified below, we find Nittany 
qualified to construct, own and operate 
the proposed television station. Accord­
ingly, it is ordered, That, pursuant to 
Section 309(e) of the Communications 
Act of 1934, as amended, the above-cap­
tioned application is designated for hear­
ing at a time and place to be specified in 
a subsequent Order, upon the following 
issues:

(1) To determine the facts and circum­
stances surrounding interviews of community 
leaders by persons not principals of Nittany 
Communications, Inc., and whether, in con­
nection with such interviews, Nittany Com­
munications, Inc., has made misrepresenta­
tions to the Commission in its application, 
and

(2) To determine the facts and circum­
stances surrounding the ■ withdrawal of 
Charles T. Aikens from Nittany Communica­
tions, Inc., and whether in connection with 
Aikens’ interest in and withdrawal-from the 
corporation, Nittany has made misrepresenta­
tions to the Commission or shown a lack of 
candor with the Commission, or has violated 
Section 1.514 of the Commission’s Rules, and

(3) To determine, in the light of the evi­
dence on the above issues, whether Nittany 
Communications, Inc., should be disquali­
fied from becoming a licensee of the Commis­
sion. .

(4) To determine whether, and in what 
amount, funds in addition to those shown in 
its application1® will be available to Nittany 
Communications, Inc., for construction and 
operation of the proposed station, and

(5) To determine, in the light of the evi­
dence on the above issue (4), whether Nit­
tany Communications, Inc., is financially 
qualified, and .

(6) To determine whether, in the light oi 
the evidence on the above issues, a grant or 
the application would serve the public in­
terest, convenience and necessity.

39. It is further ordered, That the Pe­
tition to Deny, the above-captioned ap­
plication, filed by State College Com-

19 See paragraph 26, supra.

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



NOTICES 14161
munications Corporation, IS GRANTED, 
to the extent indicated above, and IS DE­
NIED in all other respects.

40. It is further ordered, That the mo­
tion of State College Communications 
Corporation of July 25, i 975, for an ex­
tension of time in which to file a Reply 
to the Opposition to the Petition to Deny, 
IS GRANTED.

41. It is further ordered, That State 
College Communications Corporation is 
made a party to the hearing ordered 
herein.

42(. It is further ordered, That in ac­
cordance with Section 309(e) of the 
Communications Act of 1934, as 
amended, the burden of proceeding with 
the introduction of evidence shall be on 
State College Communications Corpora­
tion as to issues (1) through (3). The 
burden of proceeding with respect to is­
sues (4) through (6) and the burden of 
proof with respect to all of the issues 
herein shall be upon Nlttany Communi­
cations, Inc.

43. It is further ordered, That to avail 
themselves of the opportunity to be 
heard, the parties herein, pursuant to 
Section 1.221(c) of the Commission’s 
Rules, in person or by attorney, shall, 
within twenty days of the mailing of this 
Order, file with the Commission in tripli­
cate a written appearance stating an in­
tention to appear on the date fixed for 
the hearing and present evidence on the 
issues specified in this Order.

44. It is further ordered, That, the ap­
plicant herein shall, pursuant to Section 
311(a) (2) of the Communications Act of 
1934, as amended, and Section 1.594 of 
the Commission’s Rules, give notice of 
the hearing, within the time and manner 
prescribed in such rule, and shall advise 
the Commission of the publication of 
such notice as required by Section 1.594 
(g) of the Rules.

F ederal Communications 
Commission,

Vincent J. Mullins,
Secretary.

(FR Doc.77-7601 Filed 3-14-77;8:45 am]

UNITED VIDEO INC.
[Docket No. 20198] 

Memorandum Opinion and Order 
Adopted: February 23,1977.
Released: March 9,1977.

In the matter of United Video, Inc., 
Revised Rates for Microwave Service; 
Tariff F.C.C. No. 4, Transmittal No. 91 
and United-Video, Inc., Revised Rates for 
Microwave Service; Tariff F.C.C. No. 4, 
Transmittal Nos. 44 and 45.

1. On November 30,1976, United Video, 
Inc. filed revisions to its Tariff F.C.C. 
No.,4 under Transmittal No. 91 to become 
effective February 28,1977. United Video 
Provides point-to-point microwave serv­
ices to cable television systems in Illinois 
and Iowa. Part of its primary service is 
the delivery of signals of seven Chicago, 
Illinois television stations. The tariff re­
visions under Transmittal No. 91 provide 
fur the addition of charges for this

service to customers a t Pekin and Dixon,” 
Illinois. The tariff revisions also estab­
lish charges for a new late-night pro­
gramming service offering option. This 
service provides customers with tele­
vision signals which otherwise are not 
provided by the carrier to the cable tele­
vision systems but which provide 
programming during the period from the 

„sign-off of the last station which the 
cable systems must carry to the sign-on 
of the first station which the cable sys­
tems must carry. This carriage by the 
cable systems is generally permitted 
pursuant to Sections 76.57(c), 76.59(d)
(3) and 76.61(e) (3) of the Commission’s 
Rules.

2. United Video’s rate structure for its 
primary television transmission service 
is already under investigation in United 
Video, Inc., Docket No. 20198, 49 F.C.C. 
2d 878 (1974), recon. denied, 55 F.C.C. 
2d 516 (1975). That rate structure is 
based on geographic zones and the popu­
lation of the areas being served. The 
charges for service to cable systems in 
Pekin and Dixon, Illinois are based on 
this same rate structure under investiga­
tion. Therefore, we are including these 
charges in our investigation in Docket 
No. 20198.

3. United Video’s late-night program­
ming rate structure is similar to its rate 
structure already under investigation. 
The carrier proposes to provide late- 
night service to its customers a t the 
monthly rate of “$25.00 plus .5  ̂per ad­
justed home.” This rate structure re­
flects a charge based on the number of 
homes in the community served by the 
cable system. Inasmuch as its late-night 
service will be provided over existing 
facilities, United Video’s additional 
capital investment will be minima,]. 
United Video claims that because the 
late-night service is incremental, it can­
not adequately forecast the demand or 
revenues to be generated. However, 
despite a lack of cost data, United Video 
states it does not anticipate that the 
revenues from this Service will increase 
its rate of return significantly.

4. Upon consideration of United 
Video’s revised tariff structure and its 
accompanying material filed pursuant 
to Section 61.38 of the Commission’s 
Rules, we find that substantial questions 
are raised as to whether United Video’s 
latest proposed tariff revisions are law­
ful within the meaning of Section 201(b) 
and 202(a) of the Communications Act, 
47 U.S.C. §§ 201(b) and 202(a). Such a 
rate structure appears to establish a 
value of service arrangement based upon 
what the traffic will bear. Whether and 
if such a departure from cost of service 
rate making principles can be a just and 
reasonable practice within the meaning 
of Section 201(b) of the Act is being 
considered in American Television Re­
lay, Inc., Docket No. 19609, 37 F.C.C. 2d 
751 (1972). The “adjusted homes per 
community” factor results in cable sys­
tems operating in communities with 
large populations paying a higher rate 
than smaller communties for the same 
communications service. Whether such a 
discrimination can be considered just

and reasonable under Section 202(a) of 
the Act or justifiable for other public 
interest reasons is also under considera­
tion in Docket No. 19609. In addition, 
since United Video’s cost support data 
does not include a study of the costs 
associated with the late-night program­
ming, the question of whether United 
Video’s filing satisfies the requirements 
of Section 61.38 of the Rules is raised. 
These issues are substantially the same 
as those currently under investigation in 
Docket No. 20198. Therefore, we are con­
solidating the issues above with the 
pending investigation and hearing in 
Docket No. 20198. We are also suspend­
ing United Video’s proposed tariff re­
visions for a one-day period and 
imposing an accounting order. To'sus- 
pend the filing for the full statutory 
period could have the effect of denying 
the services involved to United Video’s 
customers.

5. Accordingly, it is ordered, That pur­
suant to Sections 4(1), 4 (j), 201, 202, 204, 
205 and 403 of the Communications Act 
of 1934, as amended, an investigation is 
instituted into the lawfulness of the ta r­
iff schedules filed by United Video, Inc. 
with Transmittal No. 91 including any 
cancellations, amendments or re-issues 
thereof;

6. I t  is further ordered, That pursuant 
to the provisions of Section 204 of the 
Act, the revised tariff schedules filed by 
United Video, Inc. with Transmittal No. 
91 ARE HEREBY SUSPENDED until 
March 1, 1977 and that United Video, 
Inc. as to the operation of such tariff 
schedules shall, in the case of all in­
creased charges and until further order 
of the Commission, keep accurate ac­
count of all amounts received by reason 
of such increases, specifying by whom 
and in whose behalf such amounts were 
paid, and upon completion of the hear­
ing and decision herein, the Commission 
may by further order require the refund 
thereof, with interest, pursuant to Sec­
tion 204 of the Act, and the carrier shall 
file such reports on the amounts ac­
counted for as the Chief, Common Car­
rier Bureau shall require;

7. I t  is further ordered, That the un­
resolved issues raised herein regarding 
the above^-captioned tariff revision are 
included in Docket No. 20198.

8. It is further ordered, That the Sec­
retary shall send a copy of this order 
by certified mail, return receipt re­
quested, to United Video, Inc. and shall 
cause a copy to be published in the Fed­
eral R egister.

Federal Communications 
Commission,

Vincent J. Mullins,
Secretary.

[FR Doc.77-7600 Filed 3-14-77;8:45 am]

FM BROADCAST APPLICATIONS READY 
AND AVAILABLE FOR PROCESSING

Adopted: March 2,1977.
Released: March 10,1977.

Notice is hereby given, pursuant to 
Section 1.573(d) of the Commission’s
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Rules, that on April 26, 1977, the FM 
broadcast applications listed in the a t­
tached Appendix will be considered as 
ready and available for processing; Pur­
suant to Section 1.227(b) (1) and Section 
1.591(b) of the Commission’s Rules; an 
application, in order to be considered 
with any application appearing on the 
attached list or with any other applica­
tion on file by the close of business on 
April 25, 1977, which involves a conflict 
necessitating a hearing with any appli­
cation on this list, must be substantially 
complete and tendered for filing at the 
offices of the Commission in Washing­
ton, D.C., by the close of business on 
April 25, 1977. The attention of prospec­
tive applicants is directed to the fact 
that some contemplated proposals may 
not be eligible for consideration with an 
application appearing in ¿he attached 
Appendix by reason of conflicts between 
the listed applications and applications 
appearing in previous notices published 
pursuant to Section 1.573(d) of the 
Commission’s Rules.

The attention of any party in interest 
desiring to file pleadings concerning; any 
pending FM broadcast applications, pur­
suant to Section 309(d) (1) of the Com­
munications Act of 1934, as amended, is 
directed to Section 1.580 (i> of the Com­
mission’s Rules for provisions governing 
the time for filing and other require­
ments relating to such pleadings.

F ederal Communications 
Commission,

Vincent J. Mullins-,
Secretary.

Appendix

BPH-9970 (new), Dttbsuque, Iowa, Future 
Broadcasting, Inc. Req; 102.3 mHz; Chan­
nel No. 272A. ERP: 3 kw; HAAT: 300- ft. 

BPH-9983 (new), Alliance. Nebr., Fortner- 
TTin Broadcasting, Inc. Req: 92.1 mHz; 
Channel No. 221 A. ERF: 3 kw; HAAT: 300 
ft.

BPH-9984 (new), Starkville, Miss., Southern 
Broadcasting Carp. Req: 92.1 mHz; Chan­
nel No. 221A. ERP: 3 kw; HAAT: 282 ft. 

BPH—10005 (new), Morehead City, N.C., Grace 
Missionary Baptist Church, Inc. Req; 103.3 
ratTz; Channel NO. 277C. ERP: 100 kw; 
HAAT: 459 ft. (Allocated to Moorehead- 
Beaufort, N.C.)

BPH-I0032 (new), Red Bluff, Calif., John E. 
& Diane M. Bryngelson. Req: 102.3 mHz; 
Channel No. 272A. ERP: 2.83 kw; HAAT: 
46 ft,

BPH-10039 (new), Aurora, Nebr., KAFKA/ 
KAFKA. Req: 103.1 mHz; Channel No. 
276A. ERF: 3 kw; HAAT: 128 ft.

BPH—10056 KDAB-FM, Ogden, Utah,' D &. B 
Broadcasting Company, Inc. Has: 101.1 
mHz; Channel No. 266c, ERP: 103 kW; 
HAAT; 700 ft. (Lie). Req: 101.1 mHz; 
Channel No. 266c, ERC: 25 kW; HAAT; 
3742 ft.

BPH-10073 (new), Monett, Mo., Monett 
Broadcasting Co. Req: 95.9 mHz; Channel 
No. 240A. ERP: 3 kW; HAAT; 270 ft.

BPH—10212 (new), Woodstock, N.Y. Wood- 
stock Radio, Inc. Req: 100.1 mHz; Channel 
No. 261A. ERP: 1.29 kW; HAAT; 463 ft. 

BPH—10275 (new), Redding, Calif., Redding 
FM Communications, Inc. Req: 104.3 mHz; 
Channel No. 282r, ERP: 25 kW; HAAT; 
3580 ft. '

BPH-10330 (new), Carthage, Miss., Central 
Mississippi Broadcasting Co», Inc. Req: 98.3

mHz; Channel No. 252A. ERP: 3 kW; 
HAAT; 291 ft,

BPH—10331 (new), Manlius, N.Y. AGK Com­
munications, Inc. Req: 95.3 mHz; Chan­
nel No. 237A. ERP: .410 kW; HAAT: 704 
ft. (Allocated to Cazenovia, N.Y.)

BPH—10335 (new), Chandler, Ariz., Chandler 
Communications Co., Inc. Req: 107.9 mHz; 
Channel No. 300C. ERP: 100 kW; HAAT; 
877.8 ft.

BPH-10336 (new), Phoenix, Ariz., Radio 
Phoenix, Inc. Req: 99.9 mHz; Channel No. 
260C. ERP: 100 kW; HAAT; 1671 ft.

BPH—10337 (new), Avon Park, Fla., High­
lands Ridge, Inc. Req; 106.3 mHz; Channel 
No. 292A. ERP: 2:95 kW; HAAT; 310 ft. 

BPH—10338 (new), Blackshear, Ga., JDG 
Broadcasters, Inc. Req: 104.9 mHz; Chan­
nel No. 285A. ERP: 3 kW; HAAT; 300 ft. 

BPH-10339 (new), Fowler, Calif., Edward G. 
Atsinger, III. Req: 96.7 mHz; Channel No. 
244A. ERP: 3 feW; HAAT; 300 ft.

BPH—103.46 (new), Cleveland, Tenn., Bradley 
Enterprises, Inc. Req; 98.3 mHz; Channel 
No. 252A. ERP: 3 kW; HAAT; 300 ft. 

BPH-10347 (new), Tucson, Ariz., Tucson FM 
Broadcasting Corp. Req: 107.5 mHz; Chan­
nel No. 298C. ERP; 95 kW; HAAT; 2,000 ft. 

BPH—10349 (new), Phoenix, Ariz., Herbert W.
. Owens, Jr. Req: 99.9 mHz; Channel No.

260C. ERP: 10O kW; HAAT: 1,674 ft. 
BPH-10350 (new), Greenport, N.Y. Twin 

Forks Broadcasting, Inc. Req: 101.7 mHz; 
Channel No. 269A. ERP: 3 kW; HAAT; 
300 ft. (Allocated to Southhold, N.Y.)

BPH—10351 (new), Baldwyn, Miss., Town and 
Country Broadcasting Co. of Tupelo. Req: 
95.9 mHz; Channel No. 240A. ERP: 3 kW; 
HAAT; 300 ft.

BPH-10352 (new), Taos, N. Mex., Taos Com­
munications Corp. Req: I01.7mHz; Chan­
nel No. 269A. ERP: 3 kW; HAAT; -655 ft. 

BPED—2201 KERS, Sacramento, Calif., Cali­
fornia State University, Sacramento. HAS:

, 90.7 mHz; Channel No. 214B. ERF: 5 .4kW; 
HAAT; 69 ft. (Lie). Req: 88.9 mHz; Chan­
nel No. 205B. ERP: 22.9 kW; HAAT; 680 ft. 

BFED-2263 (new), Elsie, Mich., Ovid-Elsie 
Area Schools. Req: 91.3 mHz; Channel No. 
21711. TPO: .01 kW.

BPEB—2274 ]WFCI, Franklin, Ind., Franklin 
College of Indiana. Has: 89.3 mHz; Channel 
No. 207D. TPO: .01 kW. (Lie). Req: 89.5 
mHz; Channel No. 208B. ERP: 3.98 kW; 
HAAT: 82 ft,

BPED—2304 (new), Yakima, Wash., Northwest 
Chicano Radio Network. Req: 91.9 mHz; 
Channel No. 220C. ERP: 18.6 kW; HAAT: 
924 ft;

BPED—2303 (new), Gresham, Oreg., E. Side 
Area Education District, Mt. Hood. Req:
88.5 mHz; Channel No. 203A. ERP: 7.5 kW; 
HAAT: 882 ft.

BPED-2313 KZ5C, Santa Cruz, Calif., The 
Regents of University of California. Has: 
88.1 mHz; Channel No. 201D. TPO: .01 kW. 
(Lie). Req: 88.1 mHz; Channel No. 201 A. 
ERP: 1.25 kW; HAAT: 457 ft.

BPED-2314 (new), Morgantown, W. Va., Edu­
cational Broadcasting Authority. Req: 90.9 
mHz; Channel No. 215B. ERP: 3.98 kW; 
HAAT: 1,440 ft ,

BPED-2326 KWBI, Morrison, Colo., Western 
Bible College. Has: 91.1 mHz; Channel No. 
216C. ERP: 26 kW; HAAT: —250 ft. (Lie) . 
Req: 91.1 mHz; Channel No. 216C. ERP: 
6 kW; HAAT: 1,184 ft.

BPED-2337 (new), Monticello, Maine. Monti- 
celTo Community Broadcasting, Inc., Req:
89.5 mHz; Channel No. 208D. TPO: .01 kW.

BPED-2391 (new), Honolulu, Hawaii. Ha­
waiian Islands Public Radio. Req: 88.1 
mHz; Channel No. 201C. ERP: 26.6 kW; 
HAAT: 2,123 ft. \
[FR Doc.77-7602 Filed 3-14-77:8:45 am)

INTERNATIONAL AND SATELLITE 
RADIO

Applications Accepted for Filing
March 7, 1977.

The Applications listed herein have 
have been found, upon initial review, to 
be acceptable for filing. The Commission 
reserves "the right to return any of these 
applications if, upon further examina­
tion, it is determined they are defective 
and not in conformance with the Com­
mission’s Rules, Regulations and its Pol­
icies. Final action will not be taken on 
any of these applications earlier than 31 
days following the date of this notice. 
Section 309(d)(1).

F ederal Communications 
Commission,

Vincent J. Mullins,
Secretary.

Satellite Communications S ervices

3-DSS-MF-77 RCA American Communica­
tions, Inc. Spare-on-the-Ground Modifica­
tion of construction permit for its third 
satellite space station, RCA SATCOM Model 
F3, to provide optional uplink access in the 
14 GHz satellite hands (14.0 to 14.5 GHz). 
Proposed modification to the spacecraft 
payload Includes the antennas, receivers 
and switches necessary to receive signals 
in the 14.0 to 14.5 GHz band and amplify 
and retransmit those signals to earth in 
the 4 GHz band, as presently authorized. 

156-DSE-MP-77 RCA Alaska Communica­
tions, Inc. (KD50) Eagle River, Alaska. 
Modification of construction permit to al­
low simultaneous construction for a sec­
ond 15 meter antenna immediately adja­
cent to the first.

162- DSE-P-77 RCA Alaska Communica­
tions, Xnc., Russian Mission, Alaska. For 
authority to  construct a communications 
satellite earth station at this location for 
operation with a domestic communications 
satellite system. Lat. 61®47T1", Long. 
16I0I9'n"‘, Rec. freq: 3.T-4.2 MHz. Trans, 
freq: 5925-6425 MHz. Emission 25.7F9. 
With a 4.5 meter antenna.

163- DSE-P—77 RCA Alaska Communica­
tions, Inc., Crooked Creek, Alaska. For au­
thority to construct a communications 
satellite earth station at this location for 
operation with a domestic communications 
satellite system. Lat. 61° 52'16", Long. 
158°06'06". Rec. freq: 3.7-4.2 MHz. Trans, 
freq: 5925-6425 MHz. Emission 25.7F9- 
With a 4.5 meter antenna.

164- DSE-P—77 RCA Alaska Communica­
tions, Inc., Red Devil, Alaska. For authority 
to construct a communications satellite 
earth station at this location for operation 
with a domestic communications satellite 
system. Lat. 6I*47'04"‘, Long. 157*20*00". 
Rec. freq: 3.7-4.2 MHz. Trans, freq: 5923- 
6425 MHz. Emission 25.7F9. With a 4.5 
meter antenna.

165- D8E-P—77 Board of Trustees, Southern 
Illinois University, Carbondale, Illinois. For 
authority to construct, own and operate a 
domestic communications satellite receive- 
only earth station at this location. Lat. 
37°42'54", Long. 89°I3'33". Rec. freq: 3.7-
4.2 MHz. Emission 36000F9. With a 10 meter 
antenna.

166- DSE-P—77 Delta College, University 
Center, Michigan. For authority to con­
struct, own and operate a domestic com­
munications- satellite receive-only earth 
station at this location. Lat. 43°33'43' , 
Long. 83*58'55". Rec. freq: 3.7-4 2 MHZ. 
Emission 36000F9. With a 10 meter 
antenna.
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167- DSE-P-77 Fresno County Board of Edu­

cation, Fresno, California. For authority to 
construct, own and operate a domestic 
communications satellite receive-only earth 
station at this location. Lat. 36°49'39", 
Long. 119*51*42". Rec. freq: 3.7-4.2 MHz. 
Emission 36000F9. With a 10 meter 
antenna.

168- DSE-P—77 Kentucky State Board Of 
Education, Lexington, Kentucky. For au­
thority to construct, own and operate a 
domestic communications satellite receive- 
only earth station at this location. Lat. 
38*01'25", Long. 119*51'41". Rec. freq: 3.7-
4.2 MHz. Emission 36000F9. With a 10 meter
antenna. -

169- DSE-P-77 Michiana Public Broadcast­
ing Corporation, Elkhart, Indiana. For au­
thority to construct, own and operate a 
domestic communications satellite receive- 
only earth station at this location. Lat. 
41*41'46", Long. 86°00'29". Rec.. freq: 3.7-
4.2 MHz. Emission 36000F9. With a 10 meter 
antenna.

173- DSE-P-77 Communications Services, 
Inc., Winfleld, Kansas. For authority to 
construct, own and operate a domestic 
communications satellite receive-only 
earth station at this location. Lat. 37*15'- 
05", Long. 96°58'16". Rec. freq: S.7-4.2 
MHz. Emission 36000F9. With a 4.5 meter 
antenna.

174- BSE-P-77 Communications Services, 
Inc., Hutchinson, Kansas. For authority to 
construct, own and operate a domestic 
communications satellite receive-only 
earth station at this location. Lat. 38*03'- 
22". Long. 97°57'54". Rec. freq: 3.7-4.2 
MHz. Emission 36000F9. With a 4.5 meter 
antenna.

175- DSE-P/L-77 Cox Cable Communica­
tions, Inc., Pensacola, Florida. For author­
ity to construct, own and operate a domes­
tic communications satellite receive-only 
earth station at this location. Lat 30“28'13". 
Long. 87°14'45". Rec. freq: S.7-4.2 MHz. 
Emission (None listed). With a 10 meter 
antenna.

176- DSE-P/L-77 Spanish International 
Communications Corporation, Miami, 
Florida. For authority to construct, own 
and operate a domestic communications 
satellite receive-only earth station at this 
location. Lat. 25°57'27". Long. 80*12'43". 
Rec. freq: 3.7-4.2 MHz. Emission 36000F9. 
With a 10 meter antenna.

177- DSE-ML—77 Frontier Broadcasting Co. 
(KB61), Cheyenne, Wyoming. Modification 
of license to permit the reception of signals 
of Channel 17, Station WTCG-TV, Atlanta, 
Georgia.

178- DSE—R—77 General Electric Radio Serv- ' 
ices Corporation (WB22), Valley Forge, 
Pennsylvania. Renewal of license for a de-, 
velopmental fixed satellite earth station, 
from: April 8, 1977 to: April 8, 1978.
[FR Doc.77-7603 Filed 3-14-77:8:45 am]

COMMON CARRIER SERVICES 
INFORMATION

Applications Accepted for Filing
March 7, 1977.

The applications listed herein have 
been found, upon initial review, to be ac­
ceptable for filing. The Commission re­
serves the right to return any of these 
applications, if upon further examina­
tion, it is determined they are defective 
and not in conformance with the Com­
mission’s Rules and Regulations or its 
Policies.

Final action will not be taken on any 
of these applications earlier than 31 days

following the date of this notice, except 
for radio applications not requiring a 
30 day notice period (See § 309(c) of the 
Communications Act), applications filed 
under Part 68, applications filed under 
Part 63 relative to small projects, or as 
otherwise noted. Unless specified to the 
contrary, comments or petitions may be 
filed concerning radio and Section 214 
applications within 30 days of the date 
of this notice and within 20 days for Part 
68 applications.

In order for an application filed under 
Part 21 of the Commission’s Rides (Do­
mestic Public Radio Services) to be con­
sidered mutually exclusive with any 
other such application appearing herein, 
it must be substantially complete and 
tendered for filing by whichever date is 
earlier: (a) the close of business one 
business day preceding the day on which 
the Commission takes action on the pre­
viously filed application; or (b) within 
60 days after the date of the public no­
tice listing the first prior filed applica­
tion (with which the subsequent appli­
cation is in conflict) as having been 
accepted for filing. In common carrier ra­
dio services other than those listed un­
der Part 21, the cut-off date for filing a 
mutually exclusive application is the 
close of business one business day pre­
ceding the day on which the previously 
filed application is designated for hear­
ing. With limited exceptions, an appli­
cation which is subsequently amended by 
a major change will be considered as a 
newly filed application for purposes of 
thfr cut-off rule. [See § 1.227(b) (3) and 
21.30(b) of the Commission’s Rules.]

F ederal Communications 
Commission,

Vincent J. Mullins,
Secretary.

A p p l i c a t i o n s  A c c e p t e d  f o r  F i l i n g

DO M ESTIC PU BLIC  LAND M OBILE RADIO SERVICE

20858— CD-AL—(5) —77 William T. Peacock, 
Jr., dba.Peacock Radio Service. Consent to 
Assignment of License from Peacock Radio 
Service, Assignor to Mobilfone, Inc., As­
signee. Stations: KIJ357, Clearwater, Flor­
ida; KIY511 and KLF662, St. Petersburg, 
Florida: KYT844, Brooksville, Florida; and 
KWT860, New Port Richey, Florida.

20859— CD-AL-77 Mathews Telephone An­
swering Service, Inc. Consent to Assign­
ment of License from Mathews Telephone 
Answering Service, Inc., assignor to Bertha 
C. Mathews dba Mathews Telephone An­
swering Service, assignee. Station: KGI274, 
Great Falls, Montana.

20860— CD-P-(2)-77 Williamsport Mobile 
Telephone Company (KUS265). C.P. to 
change antenna system operating on 
454.175 and 454.200 .MHz located 2.0 miles 
SE of South Williamsport, Pennsylvania.

20861— CD-AL- (3) —77 Southeast Mobil- 
phone, Inc. Consent to Assignment of Li­
cense from Southeast Mobilphone, Inc., 
assignor to Telpage of Tennessee, Inc., as­
signee. Stations: KIK580, Chattanooga, 
Tennessee; and KFL916 and KLF619, Look­
out Mountain, Tennessee.

20862— CD—AL—77 Radio Dalton, Inc. Con­
sent to Assignment of License from Radio 
Dalton, Inc., assignor to Telpage of Ten­
nessee, Inc., assignee. Station: KIM900, 
Dalton, Georgia.

20863— CD—AL—77 Baker’s Ambulance Serv­
ice, Inc. tr/ as Everett Ambulance Consent

to Assignment of License from Everett Am­
bulance, assignor to Kelley’s Radio Tele­
phone, Inc., assignee. Station: KLF598, 
Everett, Washington.

20864- CD-P-77 Charles R. Crawford (new ). 
C.P. for a new 1-way station to operate 
on 158.70 MHz to be located at Santa Ynez 
Peak, Los Padres National Forest, Santa 
Ynez Peak, Callforhia.

20865- CD-P-77 James L. Adams, Jr. (new). 
C.P. for a new station to operate on 454.050 
MHz to be located 1 mile south of Junction 
Highway 90 and 71 on Highway 71, Mari­
anna, Florida.

20866- CD-P-(2)-77 General Telephone 
Company of the Southwest (KKQ966). 
C.P. to replace transmitter operating on 
152.51 and 152.75 MHz located at 301 South 
Amherst, Perryton,’ Texas.

20867- CD—P— (6) —77 South Central Bell 
Telephone Company (KIB532). C.P. to 
change antenna system operating on 
152.51, 152.66, 152.72, 152.81, 152.63, and 
152.69 MHz located at Sharps Ridge Me­
morial Park, Knoxville, Tennessee.

20868- CD-P—77 Cal-Autofone (KMD684). 
C.P. to replace transmitter, change an­
tenna system, change frequency from 
35.58 MHz to 152.24 MHz, and relocate 
faculties to be located at End of Hum­
boldt Road, 4 miles South of Eureka, Cali­
fornia.

20869- CD-P—77 Northern Illinois Radio 
Phone & Paging Systems, Inc. (KSD316). 
C.P. for additional facilities to operate on 
35.22 MHz to be located at a new site de­
scribed as Loc. No. 2: IBM Building, State 
and Kinzie, Chicago, Illinois.

20870- CD—P—(2)—77 James H. Stevens dba 
Stevens Radio Communications (KLF491). 
C.P. for additional facilities to operate on 
454.100 and 454.125 MHz located at 1865 
Jacksonville Road, Ocala, Florida.

20872- CD-P—77 Southeastern Paging, Inc. 
(new). C.P. for a new 1-way station to oper­
ate on 35.58 MHz to be located at 4650 West 
U.S. 223, Adrian, Michigan.

20873- CD—P—77 James H. Stevens dba 
Stevens Radio Communications (new). C.P. 
for a new 1-way station to operate on 35.22 
MHz to be located at 1865 Jacksonville 
Road, Ocala, Florida.

20874- CD-P-(4)-77 South Central Bell 
Telephone Company (KKD292). C.P. to 
change antenna system operating on 152.51, 
152.63, and 152.81 MHz, base and 157.77 and 
157.89 MHz, test faculties at Loc. No. 1: 
820 Poydras Street, New Orleans, Louisiana.

20875- CD-P—(2)—77 Clear Lake Independent 
Telephone Company (KFL913). C.P. to re­
place transmitter, change antenna system 
and relocate faciUties operating on 152.66 
MHz and for additional facilities to operate 
on 152.69 MHz all to be located at 504 8th 
Avenue, North, Clear Lake, Iowa.

20876- CD-P-77 DPRS, Inc. dba Zipcall 
(KCB890). C.P. to change antenna system 
and relocate facilities operating on 43.58 
MHz at Loc. No. 4 to be located at 10 York 
Avenue, Randolph, Massachusetts.

20877- CD-P-77 The Farmers Telephone 
Company (new). C.P. for a new 1-way sta­
tion to operate on 35.22 MHz to be located 
at RFD No. 3, Lancaster, Wisconsin.

20878- CD—P-77 Telpage of South Carolina 
(new). C.P. for a new 1-way station to 
operate on 152.24 MHz to be located 3.8 
miles NE of city center, Summerville, South 
Carolina.

20879- CD—P-(3)-77 W. L. Anderson dba 
Western Communication Service (KKG- 
416). C.P. for additional faclities to operate 
on 152.15 MHz, base, and 459.290 MHz, re­
peater, at a new site described as Loc. No. 8 
to be located at Fawcett Ranch, 8 miles 
West of Sonora, Texas; and for additional 
facilities to operate on 454.200 MHz, con­
trol, at Loc. No. 1: 320 West 26th Street, San 
Angelo, Texas.
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20880- CD-F—(2) —77 RAM Broadcasting of 

Texas, Inc, (KWT848) (air-ground). C.P. 
to change antenna system, and relocate 
facilities operating on 454.800 and 454.675 
MHz to he located at 1601 Dragon Street, 
Dallas, Texas.

20881-  CD—P—(4) —77 New Jersey Bell Tele­
phone Company (KEK270) (develop­
mental). C.P. to change frequency from
416.125, 416.175, 416.925, and 416.975 MHz to
416.8625, 416.9625, 416.8875, and 416.9875 
MH7. located at 445 Georges Road, North 
Brunswick, New Jersey.

20882- CD-P— (4) —77 New Jersey Bell Tele­
phone Company (KEK271) (develop­
mental). C.P. to change frequency from
416.125, 416.225,416.925 and 416.975 MHz to
416.8625, 416.9625, 416.9125, and 416.9875 
tvttt-7 located at 540 Broad Street, Newark, 
New Jersey.

20883-  CD—P—(4) -77 New Jersey Bell Tele­
phone Company (KEK272) (develop­
mental). C.P. to change frequency from
416.125, 416.175, 416.875, and 416.975 MHz to
416.8625, 416.9375, 416.8875, and 416.9875 
■M-TT.* located 216 East State Street, Trenton, 
New Jersey.

20884-  CD—P-(3)-77 The Bell Telephone 
Company of Pennsylvania (KGI268) (de­
velopmental). C.P. to change frequency 
from 416.175, 416.875, 416.975, MHz to 
416.8875, 416.9375, and 416.9875 located at 
12 South 12th Street, Philadelphia, Penn­
sylvania.

20885- CD—P—(3) —77 The Diamond State 
Telephone Company (KGI269) (develop­
mental). C.P. to change frequency from 
416.175, 416.225, and 416.875, MHz to 416.- 
8875, 416.9125, and 416.9375 MHz located 
at 919 Market Street, Wilmington, Dela­
ware.

20886- CD-P— (3) —77 The Chesapeake and 
Potomac Telephone Company of Maryland 
(KGI270) (developmental). C.P. to change 
frequency from 416.225, 416.875, and 416.- 
925, MTTg: to 416.9125, 416.9375, and 416.9625 
•m~hv located at 2.7 miles SSE of North East, 
Maryland.

20888- CD-P— (3) -77 The Chesapeake and 
Potomac Telephone Company of Maryland
(KGI272) (developmental). C.P. to change 

frequency from 416.125,416.225, and 416.925 
TUTTTg to 416.8625, 416.9125, 416.9625 MHz 
located at Cedar Drive, Edgewood, Mary­
land.

20889- CD—P— (4) —77 The Chesapeake and 
Potomac Telephone Company of Maryland 
(KGI273) (developmental). C.P. to change 
frequency from 416.125, 416.175, 416.925, 
and 416.975 MHz to 416.8625, 416.8875, 
416,9625, njni 416,9875 MHz located at 7781 
Landover Road, Landover, Maryland.

20890- CD-AF—77 Herndon Y. Robinson, Jr., 
dba Robinson Enterprises. Consent to As­
signment erf C.P. from Robinson Enter­
prises, assignor to Answer, Inc. of Houston, 
Assignee. Station: KUD221, Huntsville,
T̂ xdiS«

20891- CD—P/L-77 Airsignal International, 
Inc. (KWU448) (developmental). C.P. to 
change antenna system operating on 72.96 
MHz, control located at 125 East 31st Street, 
Kansas City, Missouri.

20892- CD-P—77 M M Answering Service, Inc. 
(new). C.P. for a new station to operate on 
152.21 MHz to be located approx. 1.5 mile 
West of Bradford, Pennsylvania.

20893- CD-P—77 (KLF659), Dee Wetmore dba
Westside Answering Service (KLF659). C.P. 
for additional facilities to operate on 158.70 
•mtt* to be located at a new site described 
as Loc. 2 :4  miles SSE of Dover, Florida.

20894- CD-P—77 Lane Paging, Inc. (KUS- 
383). CJP. to relocate facilities operating on 
158.70 MHz to be located on Blanton 
Heights SW of Eugene, Oregon.

COERECTIONS

20703—CD-F- (2 ) -77 Td-Page Corporation. 
Correct to read: C.P. for a new 1-way facil­
ity. All other particulars to remain as re­
ported on PN No. 845 dated February 14, 
1977.

M A JO R  A M EN D M EN TS

20665-CD-P—77 Message Center, Inc. (new). 
Hartford, Connecticut. Amend base fre­
quency 43.58 MHz to read 43.22 MHz. All 
other particulars are to remain as reported 
on PN No. 843 dated January 31, 1977.

INFORM ATIVE

It appears that the following applications 
may be mutually exclusive and subject to 
the Commission’s Rules regarding ex parte 
presentations, by reasons of potential elec­
trical interference.

CONN ECTICU T

Hofmann, Telephone Answering Service, Inc.
(New), 20035—CD—P— (2) —77.

Phone Depots of Connecticut, Inc. (KKC485), 
22577-CD-P—76, 22758-CD-P-76.

RURAL RADIO SERVICE

60215— CR—P/L—77 United Telephone Com­
pany of Florida (New), CP. and License for 
a new rural subscriber station to operate 
on 157.83, 157.89, and 157.95 MHz to be 
located 2 miles West of Pineland, Useppa 
Island, Florida.

60216— CR-P/L-77 The Mountain States Tel­
ephone and Telegraph Company (New), 
C J*. and License for a new rural subscriber 
station to operate on 157.86 MHz to be lo­
cated 10.8 miles SSE of Levan, Utah.

60217— CR-P—77 The Mountain States Tele­
phone'and Telegraph Company (New) , C.P. 
for a new rural subscriber station to oper­
ate on 157.80 and 157.92 MHz to be located 
at Saline, Utah.

1612— CF—P—77 The Pacific Telephone and 
Telegraph Company (KMA37), Oat Mtn.,
5.5 miles SW. of Newhall, California, Lat. 
34°19'47” N.—Long. 118°36'00" W. C.P. to 
change emission designator from 20000F9 
to 33000F9 on frequencies 11305V, 11625V, 
11225V, 11465V MHz toward Los Angeles, 
California.

1613— CF—P—77 Same (KMA38), 420 S. Grand 
Ave., Los. Angeles, California, Lat. 
34°03'02" N.—Long. 118<>15'08'' W. C.P. to 
change emission designator from 20000F9 
to- 33000F9 on frequencies 10895V, 10735V, 
10815V, 11055V MHz toward Oat Mtn.,

. California.
1624— CF-E-77 American Telephone and 

Telegraph Company (KAC71), 5.5 miles 
West of Worden, Kansas, Lat. 38°47'07"
N.—Long. 95°26'09”  W. C.P. to add 
frequency 4190V MHz toward Paola,
K flrllS E S

1625— CF-P—77 Same (KAR83), 6.8 miles 
NW. of Paola, Kansas, Lat. 38°37'21" N.— 
Long. 94°59'14” W. C.P. to add frequencies 
4198V MHz toward Worden and 4198V MHz 
toward Cygne.

1626— CF—P—77 Same (KAR84), 6 miles NE. 
of .Cygne, Kansas, Lat. 38°24'i4'' N.—Long. 
94°40'28" W. C.P. to add frequencies 4190V 
MHz toward Paola, Kansas, and 4190V MHz 
toward Dayton, Missouri.

1627— CF-F-77 Same (KAR85), 0.5 mile SSE. 
of Dayton, Missouri, Lat. 38°28'54” N.— 
Long. 94* 11'29” W. C.P. to add frequencies 
4198V MHz toward La Cygne, Kansas, and 
4198V MHz toward Holden, Missouri.

1628— CF-P-77 Same (KAR86), 3.2 miles E. 
of Holden, Missouri, Lat. 38°42'26” N.— 
Long. 93° 55'20 W. CJP. to  add frequencies 
4190V MHz toward Dayton and 4190V MHz 
toward Aullville, Missouri.

1629- CF-P-77 Same (KAR87), 2 miles S. of 
Aullville, Missouri, Lat. 38° 59'30” N.— 
Long. 93“40'59” W. C.P. to add frequencies 
4198V MHz toward Holden and 4198V MHz 
toward Dover, Missouri.

1630- CF-P—77 Same (KAH92), 3.4 miles E. 
of Dover, Missouri, Lat. 39°11'34” N.— 
Long. 93°37'31” W. C.P. to add antenna 
and frequencies 4190V MHz toward Aull­
ville and 2129H MHz toward Knoxville, 
Missouri.

1631- CF—P—77 Same (KAW74), 2 miles NW. 
of Knoxville, Missouri, Lat. 39*27'45” N.— 
Long. 94°C3'02” W. G.P. to add antenna 
and frequencies 2179H MHz toward Dover 
and 4190H MHz toward Cameron, Missouri.

1632- CF—P-77 Same (KAW75), 7 miles
NNE. of Cameron, Missouri, Lat. 39° 50'04" 
N.—Long. 94°11'15” W. C.P. to add fre­
quencies 4198H MHz toward Knoxville and 
4198H MHz toward Helena, Missouri.

1633- CF—P—77 Same (KAR60), 1.9 miles
ENE. of Helena, Missouri, Lat. 49°55'21" 
N.—Long. 94°37'05” W. C.P. to  add fre­
quency 4190H MHZ' toward Cameron, 
Missouri.

1655- CF-P-77 Southwestern Bell Telephone 
Company (KSW32), 1702 Gore Street, Law- 
ton, Oklahoma, Lat. 34*36'30” N.—Long. 
98°24'48” W. C.P. to add frequency 5945.2V 
MHz toward Letitia, Oklahoma.

1656- CF—P-77 Same (WAU213), 0.5 mile 
ESE. of Letitia, Oklahoma, Lat. 34°34'44" 
N.—Long. 98°12'13” W. C.P. to add fre­
quency 6197.2H MHz toward Lawton, 
Oklahoma, and add a'new point of com­
munication on frequency 6197.2H MHz 
toward Duncan, Oklahoma, on azimuth
111.2 degrees.

1657- CF-P—77 Same (New), 201 South 8th, 
Duncan, Oklahoma, Lat. 34“29'58” N.— 
Long. 97°57'26” W. C.P. for a new station 
on frequency 5945.2V MHz toward Letitia, 
Oklahoma on azimuth 291.4 degrees.

1674- CF—P—77 General Telephone Company 
pf the Northwest, Inc. (New) , CRNR of 9 
Street and N. Lake Ave., Lakeside, Oregon, 
Lat. 43°34'34” N.—Long. 124°10'17'' W. 
C.P. for a hew station 2162.4H MHz toward 
Lakeside PR on azimuth 75.8 degrees and 
from passive reflector to Hauser, Oregon, 
on azimuth 206.9 degrees.

1675- CF-P-77 Same (KON76), 3 miles S. of 
Lakeside, Oregon, Lat. 43,,31'59” N.—Long. 
124°10'32” W. C.P. to add a new point of 
communication on frequency 2112.4H MHz 
toward Lakeside, Oregon, passive reflector 
on azimuth 26.9 degrees.

1681- CF-P—77 Indiana Bell Telephone Com­
pany, Incorporated (WHT92), 2.2 miles 
ESE. of Vincennes, Indiana, C.P. to change 
polarization from horizontal to vertical on 
frequencies 11285, 11685 MHz toward Mon­
roe City, Indiana.

1682- CF—P—77 Same (KTQ47), 0.6 mile W.
of Monroe City, Indiana, C.P, to change 
polarization from horizontal to vertical 
10795, 11115 MHz toward Vincennes,
Indiana.

1590—CF—P-77 United Inter-Mountain Tele­
phone Company (KJH26), 175 South First 
Street, Wytheville, Virginia, Lat. 36°57'00 
N.—Long. 81°04'58” W. C.P. to increase 
antenna structure height and move 
antenna on frequency 6219J5H MHz toward 
Sand Mtn., Virginia.

1595-CF-P—77 General Telephone Company 
of Wisconsin (New), 1.5 miles SW. of 
Ellison. Bay, Wisconsin, Lat. 45° 14'19” N. 
Long. 87”Q5'28” W. CJP. for a  new station 
on frequency 2118.4 MHz toward Washing­
ton Island, Wisconsin, on azimuth 40.8 de-
grees. '

1598-CF-F-77 Same (New), 0.9 mile E  ©* 
Washington, Island, Wisconsin, M*; 
45°22'11" N.—Long. 86”55'48” W.

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



NOTICES 14165
a new station on frequency 2168.V MHz 
toward Ellison Bay, Wisconsin on azimuth 
220.9 degrees.

1561-CF-P/L-77 Northwestern Bell Tele­
phone Company (New), temporary fixed 
within the territory of the Grantee. Con­
struction permit and license for new sta­
tion—3700-4200 MHz frequency band.

1591- CF-P-77 American Television Relay 
(KNK 67), Toro Peak, 14.1 miles SSW. of 
Palm Springs, California, at 33°31'22" N.— 
Long. 116°25'30" W.: Construction permit 
to add 6419.6H MHz toward ' Borrego 
Springs, California, via power split.

1592- CF-P-77  Eastern Microwave, Inc. 
(WAU 206), Wood Hill, 2.2 miles SW. of 
Lawrence, Massachusetts, Lat. 42?39'17"
N. —Long. 71°13'05" W.: Construction per­
mit to add 11225.0V MHz toward Boston,
PB. , Massachusetts, via power split, on 
azimuth 161.9 degrees.

1601- CF-P-77 Eastern Microwave, Inc. 
(KOA 73), State Route 206, 3 miles SE. of 
Walton, New York, Lat. 42°08'10'' N.— 
Long. 75°06'47" W.: Construction permit to 
add 11345.0V MHz toward Dehli, New York, 
an azimuth 226.2 degrees.

1602- CF-P-77 American Television & Com­
munications Corporation (New), 3 miles
NW. of Gastonia, North Carolina, Lat. 35°- 
17'39” N.—Long. 81*13'28" W.: Construc­
tion permit for new station—6212.0H mbz 
and 6271.4H MHz toward Little Pisgah, 
North Carolina, on azimuth 283.1 degrees.

1603- CF—P—77 American Television & Com­
munications Corporation (New), Little Pis­
gah, l.Tmile NE. of Gerton, North Carolina, 
Lat. 35°30'02" N.—Long. 82°19'58" W.i 
Construction permit for new station— 
5960.0V and 6019.3V MHz toward Asheville 
and 5960.0H MHz toward Hendersonville, 
both in North'Carolina, via power split, on 
azimuths 310.6 and 217.5 degrees, respec­
tively.

1604- CF-P-77 Tower Communications Sys­
tems Corporation (WQR 58), 9 miles North 
of Ironton, Ohio, Lat. 38°32'51'' N.—Long. 
82° 49'48" W.: Construction permit to add 
11545.0H and 11225.0H MHz toward 
Kenova, West Virginia, via power split, on 
azimuth 154.2 degrees.

1605- CF-P—77 Mid-Kansas, Inc. (KZA 43),
O. 6 mile East of Lyons, Kansas, Lat. 38 °- 
20'48" N.—Long. 98'10'23" W.: Construc­
tion permit to add 6271.4V MHz toward 
Ellinwood and Ellsworth, both in Kansas, 
via power split, on azimuths 270.3 and 351.6 
degrees, respectively.

1606- CF—P—77 Eastern Microwave, Inc. (KCL 
96), Rutland, 3 miles NW. of West Rut­
land, Vermont, Lat. 40°37'27" N.—Long. 
73°05'08" W.: Construction permit to  
change transmit station name and change 
frequency to 6241.7V MHz toward Mount 
Pritchard, Vermont, on azimuth 358.9 
degrees.

1611-CF-P-77 Western Tele-Communica- 
tlons, Inc. (KBP 65), Cooper Mtn., 12.3 
miles NW. of Bonneville, Wyoming, Lat. 
43*26'15" N.—Long 107°59'47" W.: Con­
struction permit to add 6352.9H m b « to­
ward Thermopolls and to change 
frequencies to  above frequency toward 
Worland, Riverton, and Lander, all in Wy­
oming, via power split.

1650-CF—p_77 Eastern Microwave, Inc. 
(New), Spectrum, Pattison Avenue, Phila­
delphia, Pennsylvania, Lat. 39*S4'16" N.__
Long. 75°10'18" W.: Construction permit 
K>r new station—10715.0H MHz toward 
««borough, Pennsylvania, on azimuth 
«39.1 degrees.

16^ - P~77 Eastern Microwave, Inc. 
(WDD 67), Roxborough, Domino Lane, 
Roxborough, Pennsylvania, Lat. 40°02'30" 
N.—Long. 75*14'24" W.r Construction per­
mit to add 6152.8V MHz toward W. Rock- 
hill, Pennsylvania, on azimuth 346.1 de- grees*

1680-c f _p / l_77 American Television & 
commuiücatio^ (New), Temporary fixed 
within the territory of the grantee. Con-

struction permit and license for new sta- Certificate 
tion on frequency bands—5925-6425 m b « N o . 
and 10700-11700 MHz. Sec.

1683-CF-P-77 Cablecom-General, Inc. 0105T__ _
(WHT 90), 1 mile ESE. of Sin ton, Texas,

. Lat. 28*01'28" N.—Long. 97*29'2I" W.:
Construction permit to correct transmit 
station coordinates and to add 6390.OH 
MHz toward Corpus Christi, Texas, via 
power split, on azimuth 158.4 degrees.

1570—CF—MP—77 Microband Corporation of 
America (WPF 47), West Osbourne Road,
Phoenix, Arizona, Lat. 33°29'14'5" N.—
Long. 112°07'18" W.r Construction permit 
to change transmit station location—6167.- 
6H MHz toward Southern Mtn., Arizona, 
on azimuth 342.9 degrees.

1306—CF—TC (25) —77 Microwave . Transmis­
sion Corporation. Application for transfer 
of control of point to point microwave 
radio authorizations of Microwave Trans­
mission Corporation, from Wyly Corpora­
tion (before recapitalization). Transferor, 
to Wyly Corporation (after recapitaliza­
tion), Transferee, for the following sta­
tions :

KNK 60—Cuesta Ridge, California.
KNL 46—Mt. Chual, California.
KPR 3—Ravens Roost, Washington.
KPZ 25—Joe Butte, Washington.
KTR 46—Frazier Mt®., California.
KVU 78—Broadcast Peak, California.
WAN 96—Pomerey, Washington.
WBO 60—Seattle, Washington.
WQR 42—Tacoma, Washington.
KNL 31—Fremont Peak, California.
KNL 77—Williams Hill, California.
KPR 33—Mission Ridge, Washington.
KTR 45—Bakersfield, California.
KVH 57—San Bruno, California.
WAH 469—Bald Butte, Washington.
WBO 58—Squak Mtn, California.
WDD 52—San Antonio Hill, California.
WAH 218—Ojai, California.
WBB 352—Tecoa, Washington.
WPG 27—Bald Ridge, California.
WBA 777—Salinas, California.
WQR 44—Palo Escrito, California.
WBB 351—Spokane, Washington.
WPF 96—Monument Pk., California.
WBA771—Wahatis Pk., Washington.

(FR Doc.77-7604 Filed 3-14-77;8:45 am]

FEDERAL ELECTION COMMISSION 
SUNSHINE ACT 

Meeting 
Correction

On page 13866 of the F ederal R eg­
ister of Monday, March 14, 1977, F R  
Doc. 77—7418 announcing a meeting of 
the Federal Energy Commission was in­
correctly labeled as Federal Trade Com­
mission. The headings, therefore, should 
read as set forth above.

Owner/ operator and vessels

FEDERAL MARITIME 
COMMISSION

CERTIFICATES OF FINANCIAL 
RESPONSIBILITY (OIL POLLUTION)

Notice of Certificates Issued 
Notice is hereby given that the follow­

ing vessel owners and/or operators have 
established evidence of financial respon­
sibility, with respect to the vessels indi­
cated, as required by Section 311Cp) (1) 
of the Federal Water Pollution Control 
Act, and have been issued Federal Mari- 0715i_ 
time Commission Certificates of Finan­
cial Responsibility (Oil Pollution) 07244- 
pursuant to Part 542 of Title 46 CFR. 07574. 
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01318__

01383__

01426__

01533__
01761__

02013—_
02032__

02152._

02209._

02259.. .  
02295.__

02473.__ 
02500—

02585—  
02715__

02949—

03137.. .

03139.. .

03315__
03471—

03478.__
03503.. .  
03690—

03730—
04012—

04052—
04113—

04124.__

04136.. .
04172__
04357—

04413—

04481—

04510.. .

04544—

04771. 
04802.__

05047.. .

05089—

05232—

05437__
05549__
05743__
06019.. .

06037—
06130—

06949—  
07019.*;

Schlussel Reederei KG (GmbH & 
Co.): Bischofstor, Linsertor, 
Wiener tor, Hahnentor, Bunten- 
tor, St'ephanitor.

Aug. Bolten, Wm. Miller’s Nach- 
folger: William, Sinoe. 

Rederiaktiebolaget Gustaf Erik- 
son: Gripo.

Kuwait Shipping Co. (S.A.K.) :Ibn 
Hazm, lbn  Shuhaid.

Henry Nielsen OY/AB: Pampero. 
Union Steamship Co. of New Zea­

land Ltd: Union Lyttleton. 
Granges AB: Saggat.
D. B. Deniz Nakliyati T.A.S.: 29 

Elcim, 30 A gustos.
A. F. Klaveness & Co. A.S.: Som- 

merstad.
Flota Mercante Grancolombiana 

S.A.: Ciudad de Neiva.
Neste Oy: Sotka.
The Great Eastern Shipping Co. 

Ltd.: Jag Jyoti.
Irish Shipping Ltd: Irish Cedar. 
Collier. Carbon and Chemical 

Corp.: Columbia.
Koch Refining Co.: N.M.S. 1904. 
Allied Towing Corp.; Hot Oil 17. 

STC—410.
Valley Towing Service, Inc.: BU- 

40, BU—41, BU-42, BU-43. 
Cunard Steamship Co., Ltd.: 

Andria, Andania.
Offshore Marine Ltd.: Mercia 

Shore.
Afran Transport Co.: Afran Tide. 
Nippo KIsen Kabushiki Kaisha: 

Hoyo Macru.
Nitta Kisen K.K.: USA Maru. 
Shofuku Kisen K.K.: iwate Maru. 
The Harbor Tug & Barge Co.: St.

John, St. Maarten.
Brown & Root, Inc.: Bar-374. 
Lib-Ore Steamship Co., Inc.: Mar­

lin.
Ugland Shipping Co. A/S: Bonita. 
Mon River Towing Inc.: Mary. 

Maggiet Roman.
Gulf OU Canada Ltd.: Gulf 

Mackenzie.
Thomas Marine Co.: GTV-100. 
Eklof Marine Corp.: Great Lakes. 
Kopinklijke Nedlloyd B.V.; Nedl- 

loyd Rockanje.
^  Hoegh & Co. A/S: Hoegh 

Mallard. v
Shtozomaru Gyogyo Kabushiki 

Kaisha: Shinzo Mam No. 3.
Nikko Sulsan Kabushiki Kaisha* 

Nikko Maru No. 11. Nikko Maru 
Ho. 1, Nikko Mam No. 31.

Mr. Yosuke Kawaguchi: Seishu- 
maru No. 35.

Texaco Canada Ltd.: Texaco Brave. 
Logan Charter Service Inc.: Lucy 

Logan.
PPG Industries Inc.: PPG-226  

PPG—227. *
H. F. Eimskipafelag Islands: Klja- 

foss, Skeidsfoss.
Diamond M Drilling Co.: Diamond 

M Epoch.
The Dow Chemical Co.: H 1306. 
Polska Zegluga Morska: Turoszow 
Reederei Barthold Richters: Bari. 
Field Tanks Steamship Co. Ltd.: 

Derwentfleld, Tyne Bridge. 
Niigata Rlnko Kalriku Unso Co.

Ltd.: Eastern Highway.
Northern Shipping Co.: Pioneer 

Severodvinska^
MIckie B. Jones: Yo 140.
Allied Shipping International 

Corp.: Golden Spray.
Sea Containers Chartering Ltd.: 

Lahneck.
Three Rivers Shipping Co., Ltd.: 

Sofia T.
- Georgian Shipping Co.: Aksay.
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Certificate

No. Owner/operator and vessels
07624__  Joseph Roth Reederei: Franz

Xaver Kogel, Georg Kurz.
08094-;_ Sanwa Reito Kabushiki Kaisha:

Seishumaru No. 37, Seishumaru 
No. 38.

08366__  Pesquerías Españolas de Bacalao
S.A.: Santa Paula, Santa Elvira.

08507__  Thai Ocean Transportation Co.
Ltd.: Mena.

08557__  P.M. International Inc.: Adina.
08948—_ Veb D e u tfr a c h t/S e e r e e d e r e i: 

Goerlitz.
09172__  Vania qompania Naviera S.A.:

Grace.
09436__  Daerim Fishery Co. Ltd.: Chun

Yong No. 6, Chung Yong No. 7.
10260__  Hollywood Marine Inc.: Star J. D.

U.
10273__  Namyangsa Co. Ltd.: Acacia No. 1.
10280—  Kuwait Oil Tanker Co. (U.K.)

Ltd.: AZ Rawdatain, Al Rekkah.
10365__  Parley Augustsson A/S: Balder

Trader.
10379—  RKS, Blaes Tramp: Atlas Scan 

Unit Scan, Hercules Scan.
10422__  Garza Naviera S.A.: Garza Star.
11124__  SC Deckships 2 Ltd.: Tarek.
11225--- Cancer Shipping Corp.: Sunny 

. Danielle.
11283__  Odeco (U.K.) Inc.; Ocean Bounty.
11515__  Palmer Barge Line Inc.: Wasson 1,

Wasson 5
11676__  Longan Shipping Pte. Ltd.: Ivory

Tellus.
11700_- Energy Cooperative, Inc.: Gary.
11628__ Kosmos Bulkschiffahrt GMBH:

Bern.
11833__  Cormoran Steamship Co. (Pte.)

Ltd.: Iran Cremona, Cormoran.
11897__  Padre Compania Naviera S.A.:

Spetsai.
11929—  Chestnut Shipping Co.: K ittan­

ning.
11931__  Mackinnon Mackenzie & Co. Ltd.:

Teesia.
12000—  Vitacarrier S.A.: Vitacarrier.
12007__  Argyle Shipping Co., S.A.: Argyle.
12017__  Silver Navigation S.A.: Snow Peak.
12026__  Faith Transocean Corp.: Aqua-

faith.
12032__  Golden City Maritime Corp. S.A.:

Nanhua.
12077__  Dina D. Shipping Co.: Mastro-

' manolis.
12085—  Tetuan Shipping Corp.: Atlantic 

Current.
12107__  Red Sea Navigation S.A.: Thor­

valdsen.
12134__  Arcom Shipping Management Ltd.:

Dana Frio.
12138__  Camrose Maritime Inc.: Al Rahim.
12141__ Evidream Maritime Co. S.A.: Star

K.
12148__ Poseidon Compania Naviera S.A.:

Atticos.
12169—  Seacoast Shipping Corp.: Doric 

Express.
12179-_Cerrahgil Denizcilik Nakliyat Ve

Ticaret A.S.: C. Mehmet.
12181__  K/S Petter K. Saevik & Sonner

A/S & Co.: Kings Rivér.
12189__  Norrona Shipping Co, (Pte.) Ltd.:

Cherry Baron.
12202__  Atwood Oceanics International

S.A.: Chancellorsville.
12207__  Tidewater Marine Service, Inc.

(U.K.) Ltd.: Spartan Tide. 
12210— : Midstream Fuel Service, Inc.: M- 

609, B—11.
12212__  Pontones Machos S.A.: Bold

Turtle.
12215—  Hamlet Maritime Investment,

Ltd.: Hamlet Beatrice.
12218 _________ Korea Chemical Carriers, Ltd.:

Young Chemicarry.
12219 _________ Peerless Corp. Inc.: Anthony III.
12220-_Varna Shipping S.A. Panama:

Antonis Gianis.
12221__  Kirkconnell Marine Shipping Inc.:

Mik Trader, Reubens, Kirk Dale

Certificate
No. Owner /operator and vessels

12222-._Golden Breeze Co., Ltd. S.A.:
Golden Breeze.

12227 _ Steuart Tankers Co.: Elizabeth S.
12228 __  F. Lli Mascaretti S.N.C.: Mas-

caretti Primo.
12229-_Melrose Maritime, Inc.: Al Rah­

man.
12231-_Toro Bravo Fishing, Ltd.: Toro

Bravo.
12232 _ Compania Kifissia S.A.: Dapo

Sailor.
12233 _ Nea Smyrni S.A.: Dapo Sky.
12234-'_Salivan Shipping S.A.: Crown

Rose.
12235 _ Trico Corp.: Ormos.
12236   Nishi Maritime Co., Ltd. S.A.:

Golden Star.
12237 _ Kiyoshi Kawamoto: No. 8 Anei-

maru.
12239 _ Partsrederiet for M.S. Pauline

Lonborg: Pauline Lonborg.
12240 _ Lonborg Line 15: Tobias Lonborg.
12241 _ United Pacific Maritime Corp.,

Inc.: Pacific Seatrade.
12242 _ Leader Shipping Co. Ltd.: Atlantic

Horizon.
12243 _ Alexmar Maritime Corp.: Samos

Sky.
12244 _ Ninfeo Shipping Corp.: Fanari.
12245 _ Panous Shipping Co. Inc.: Vir­

ginia M.
12248 _ Pronos Compania Naviera S.A.:

Aminona.
12249 _ Happy Ocean, Ltd.: Keiyo Maru.
12254__  Sagar Shipping Co. Ltd.: APJ

Karan.
12256__ Capricorn Tankers, Inc.: Ariela G.
12258__  ProaJbe Maritime Corp.: John Al-

exakis.
12260__  Deborah Maritime Corp.: Sanko

Crest, Sanko Stresa.
12262__  Galleon Traders Navigation S.A.:

St. Claire.
12264 _ Five Ocean Shipping Co. S.A.: Sun

Gerbera.
12265 _ Cosy Navigation S.A.: Maestro.
12269__  P.T. Bogasari Flour Mills: Bogasari

Satu.
12273__  Hasikin Shipping (Pte.) Ltd.:

Hasikin No. 11.
12276 _ Gulf and Oceanic Transport Ltd.:

Messiniaki Filia.
12277 _- International Tankers Incorporat­

ed, Liberia: Intermar Progress.
12278 _ Vinava Shipping Co. Ltd.: Chrys­

alis.
12279 _ Compania Nida S.A.: Dapo Star.
12284__  Honma Gyogyo Kabushiki Kaisha:

Seitoku Maru No. 105.
12285-_Shioyama Kohatsu K.K.: Aden

Maru.

Whereas, Certificate (Performance) 
No. P-110 issued to Dominion Navigation 
Company Limited has been returned for 
revocation.

I t  is ordered, That Certificate (Per­
formance) No. P-110 covering the Marco 
Polo be and is hereby revoked effective 
March 8, 1977.

It is further ordered, That a copy of 
this Order be published in the Federal 
R egister and served on certificane 
By the Commission.

Joseph C. P olking, 
Acting Secretary.

March 8, 1977.
[FR Doc.77-7607 Filed 3-14-77;8:45 am]

12286 _________ Shima Suisan Kabushiki Kaisha:
Yahatamaru No. 53, Yahata- 
maru No. 56.

12287 _________ Senkon Gyogyo Kabushiki Kaisha :
Koryomaru No. 186, Koryomaru 
No. 108.

By the Commission.
Joseph C. P olking, 

Acting Secretary.
[FR Doc.77-7610 Filed 3-14-77;8:45 am]

DOMINION NAVIGATION CO., LTD.
Certificate of Financial Responsibility for 

Indemnification of Passengers for Non­
performance of Transportation No. 
P-110; Order of Revocation
In the matter of Dominion Navigation 

Company Limited, c/o Kerr Steamship 
Company, Inc., 753 Boulevard, Kenil­
worth, New Jersey 07033.

Whereas, Dominion Navigation Com­
pany Limited has ceased to embark pas­
sengers on the Marco Polo a t United 
States ports; and

[Independent Ocean Freight Forwarder 
License]

EVANS INTERNATIONAL ET AL. 
Applicants

Notice is hereby given that the follow­
ing applicants have filed with the Federal 
Maritime Commission applications for 
licenses as independent ocean freight 
forwarders pursuant to Section 44(a) of 
the Shipping Act, 1916, (Stat. 522 and 46 
U.S.C. 841(b)).

Persons knowing, of any reason why 
any of the following applicants should 
not receive a license are requested to 
communicate with the Director, Bureau 
of Certification and Licensing, Federal 
Maritime Commission, Washington, D.C. 
20573.
Evans International (Peter H. Evans, d.b.a), 

9-11 Maiden Lane, New York, N.Y. 10038. 
Kadon Freight Forwarders, Inc., 179-22 130th 

Avenue, Jamaica, N.Y. 11434; officers, 
Karen James, President; Donald Sandler, 
Vice President.

Jar Forwarding, Ltd., 198 Broadway, New 
York, N.Y. 10038; officer, John Rodriguez, 
President and Secretary.

Avio International Forwarders Corp., 714 
West Broadway; Woodmere, N.Y. 11598; 
officers, George F. Collina, President; Juli­
ana Collina, Secretary.

Front Express, Inc., 8647 Aviation Blvd., 
Inglewood, Calif 90301; officers, Yong Mok 
Kim, President; E. G. Jun Machica, Vice 
President. i

Geza Steiner, 636 Washington Street, New 
Orleans, La. 70124.

Juan Navarrete, Sr., 6510 Canal Blvd., New 
Orleans; La. 70124.

P. John Hanrahan, Inc., 9-11 Maiden Lane, 
New York, N.Y. 10038; officer, Edward Han­
rahan, President/Sole Director.

Owen Fred Monfils, 127 South Washington 
Street, Green Bay, Wis. 54301.

Century Moving & Storage, Inc., 18420 South 
Santa Fe Avenue, Long Beach, Calif 90801; 
officers, John H. Tillotson, Jr., President/ 
Treasurer; Marshall Lundgren, Vice Presi­
dent; Haydee Tillotson, Vice President/ 
Secretary.

International Forwarding Specialist, ino, oi 
Hutton Road, Clifton, N.J. 07012; officer, 
Charles James Arnold, President.

Joseph A. Andrei, Front 8? Erickson Street, 
Essington, Pa. 19029.
By the Federal Maritime Commission,
Dated: March 10,1977.

Joseph C. Polking, 
Acting Secretary.

[FR Doc.77-7611 Filed 3-14-77;8:45 am]
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MARFUERZA COMPANIA MARITIMA S.A. 

AND AUSTRALIA LINE S.A.
Certificate of Financial Responsibility for 

Indemnification of Passengers for Non« 
performance of Transportation No. 
P-70; Order of Revocation
In the matter of Marfuerza Compania 

Maritima S.A., and Australia Line S.A., 
- c/o Chandris Incorporated, 666 Fifth 
Avenue, New York, New York 10019.

Whereas, Marfuerza Compania Mari­
tima S.A. and Australia Line S.A. have 
ceased to operate the passenger vessel 
R.HM.S. Ellinis to and from United 
States ports; and

Whereas, Certificate (Performance) 
No. P-70 has been returned for revoca­
tion.

It is ordered, That Certificate (Per­
formance) No. P-70 issued to Marfuerza 
Compania Maritima S.A. and Australia 
Line S.A. covering the R.H.M.S. Ellinis 
be and is hereby revoked effective March 
7, 1977

It is further ordered, That a copy of 
this Order be published in the Federal 
Register and served on the certificants.

By the Commission,
J oseph C. P olking, 

Acting Secretary.
March 7, 1977.
[FR Doc.77-7608  Filed 3 -1 4 -7 7 ;8 :4 5  a m ]  

WESTOURS, INC.
Certificatê  of Financial Responsibility for 

Indemnification of Passengers for Non­
performance of Transportation No. 
P-84; Order of Revocation
In the matter of Westours, Inc., 100 

West Harrison Plaza, Seattle, Washing­
ton 98119.

Whereas, Westours, Inc. has ceased to 
operate the passenger vessel Orpheus; 
and

Whereas, Certificate (Performance) 
No. P-84 issued to Westours, Inc. has 
been returned for revocation.

It is ordered, That Certificate (Per­
formance) No. P-74 covering the Or­
pheus be and is hereby revoked effective 
March 7, 1977.

If is further ordered, That a copy of 
tiiis Order be published in the Federal 
Register and served on certiflcant.

Section 203 of the Federal Power Act, to 
purchase and acquire, from time to time 
during the period ending December 31, 
1978, the aggregate amount of $3,600,000 
in 30-year promissory notes of its Vir­
ginia subsidiary, together with addi­
tional notes in the aggregate amount of 
$400,000 to be issued by the Virginia sub­
sidiary in refinancing certain 30-year 
promissory notes of the subsidiary ma­
turing on various dates between April 1, 
1977 and December 1,1978. All such notes 
shall be purchased for cash, at face value 
plus accrued interest, except that notes 
being refinanced shall be exchanged for 
new notes. The Virginia subsidiary will 
use the proceeds to provide funds for nec­
essary facilities for the rendition of elec­
tric service within the territory served 
by the Virginia subsidiary, and to refi­
nance outstanding obligations.

An Application has been filed with the 
State Corporation Commission of Vir­
ginia for authority to Delmarva of Vir­
ginia to issue and sell the promissory 
notes described above, at a rate of inter­
est to be established by the Commission, 
and for Delmarva to purchase and ac­
quire such notes and to pledge them, 
when purchased, under its Deed of Trust 
with Chemical Bank, dated as of Octo­
ber 1,1943.

Any person desiring to be heard, or to 
protest the above Application, should 
file a petition to intervene or protest 
with the Federal Power Commission, 825 
North Capitol Street, N.E., Washington,
D.C. 20426, in accordance with §§1.8 and
1.10 of the Commission’s Rules of Prac­
tice and Procedure. Such petition or pro­
test should be filed on or before March 
28, 1977. Protests will be considered by 
the Commission in determining the ap­
propriate action to be-taken, but will not 
serve to make Protestants parties to the 
proceeding. Any person wishing to be­
come a party must file a Petition to In ­
tervene. Copies of this Application are 
on file with the Commission and are 
available for public inspection.

Kenneth F. Plumb, 
Secretary.

[FR Doc.77-7532 Filed 3-14-77;8:45 am]

By the Commission,
J oseph C. P olking, 

Acting Secretary.
March 7, 1977.
[FR Doc.77-7609 Filed 3-14-77;8:45 am]

f e d er a l  p o w er  c o m m is s io n
[Docket No. ES77-18]

DELMARVA POWER & LIGHT CO.
Application for Authority to Acquire 

Securities
March 3,1977.

t J * ke »otice Delmarva Power & 
ignt Company on February 24, 1977 

zfSJ lts Application for authority to ac- 
L!f®certain long-term unsecured prom- 

notes of Delmarva Power & Light 
VirBlnla' lts wholly-owned

au th ^ t Application, Delmarva asks 
hority from the Commission, under

[Docket No. CP77-187]
NIAGARA MOHAWK POWER CORP.

Order Approving Amendment to Importa­
tion Authority and Granting Petition to 
Intervene

March 7, 1977.
By order issued February 5, 1977, the 

Commission authorized the importation 
of natural gas by Niagara Mohawk Power 
Corporation (Niagara Mohawk) and cer­
tain members1 of the New York Gas 
Group (NYGG). This order permitted 
the importation of 50,000 |Vicf of natural 
gas per day for the period through Feb­
ru a ry 's , 1977, from the Ontario Hydro­
electric Power Commission (Ontario 
Hydro). In return, Niagara Mohawk, in 
agreement with the New York Power

1 New York State Electric and Gas Com­
pany, National Fuel Gas Supply Corporation 
(National Fuel), Orange and Rockland Utili­
ties, Inc., Columbia Gas Distribution of New 
York, and Rochester Gas and Electric Cor­
poration.
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Pool, transmitted 600 megawatts of elec­
tric energy to Ontario Hydro. Niagara 
Mohawk filed on March 3, 1977, a pro­
posal to amend original importation ap­
plication to provide for the import of ad­
ditional amounts of gas from Ontario 
Hydro to Niagara Mohawk and the 
NYGG members through March 31, 1977. 
For the reasons stated, the Commission 
shall approve the proposed amendment. 
On February 25, 1977, Tennessee Gas 
Pipeline Company (Tennessee) filed a 
petition to intervene; this petition shall 
be granted.

Niagara Mohawk, in its March 3, fil­
ing, states that Ontario Hydro has made 
an additional 2 Bcf of natural gas avail­
able to Niagara Mohawk and the named 
NYGG members through March 31,1977. 
Under the new arrangement, 1.2 Bcf 
would be available to National Fuel and 
.8 Bcf would be available for the other 
applicants. Niagara Mohawk states that 
this additional gas wil be made available 
“under the same pricing, and transporta­
tion arrangements utilizing the same fa­
cilities as are reflected in Niagara Mo­
hawk’s original February 5, 1977, filing”. 
The additional gas will be taken on an 
as needed basis by the applicants “to en­
able them to serve their high priority 
loads will lesser degrees of curtailment 
than would otherwise be the case”. 
Niagara Mohawk indicates that the ad­
ditional gas would not be used to displace 
alternate fuel capability or cause other 
gas to displace alternate fuel capability.

As was noted In the Commission’s Feb­
ruary 5, 1977, order in this docket, the 
charge a t the international border for 
this gas is $2.28 per Mcf plus transpor­
tation charges. Niagara Mohawk states 
that “the ability to transport the gas on 
both the part of TransCanada and Ten­
nessee is a function of the operating abil­
ity of TransCanada to send and Tennes­
see to receive the gas”. For transporta­
tion of the natural gas from the Ameri­
can side of the international border to 
the applicants’ systems, Tennessee pro­
poses to charge a rate of 30 cents per 
Mcf.

Attached to the pleading are the Ca­
nadian National Energy Board’s (NEB) 
order authorizing the exportation of 1.3 
Bcf from Canada to Niagara Mohawk 
and the NEB’s amendment authorizing 
the export of additional gas up to 2 Bcf. 
The Commission takes administrative 
notice of the severe winter conditions 
which affected upstate New York this 
winter, especially in the Buffalo, New 
York area served by National Fuel. This 
additional available natural gas provides 
security against further curtailment of 
high priority loads in this area. The ar­
rangement assures, at the same time, 
by the transfer of electric energy to 
Ontario Hydro, that the electric en­
ergy capacity in Canada will not be 
unpaired by the sale of natural gas 
for use by United States consumers. 
The Commission found in its earlier 
order in this docket that, “both aspects 
of this application are consistent with 
the public interest.” The Commission be­
lieves that the NEB’s approval of the ex­
portation of additional volumes of nat­
ural gas indicates that this arrangement 
is consistent also with the Canadian pub­
lic interest. Because of the possible need
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for additional gas supplies by the appli­
cants and because of the NEB’s approval 
of exportation of additional gas, the 
Commission shall approve the amend­
ment to the original filing to permit the 
importation of additional gas supplies 
from Ontario Hydro by the applicants 
and to permit the concurrent exporta­
tion of electric energy to Ontario Hydro. 
In view of the possible immediate need 
for this additional gas, the Commission 
shall grant waiver of Part 153 of the 
Commission’s regulations under the Nat­
ural Gas Act and sections 35.30 et seq. of 
the regulations under the Federal Power

In Niagara Mohawk’s March 3 filing, 
National Fuel requests advance authori­
zation to recover through the operation 
of its purchased gas adjustment clause 
(PGA) the purchase price of the im­
ported gas plus transportation charges. 
No supporting cost date, was filed by Na­
tional Fuel to show the amount of costs 
it will seek to recover through the PGA. 
In  the absence of such evidence, prior 
approval for as yet undetermined in­
creases, not supported by any evidence is 
inappropriate and, therefore, the Com­
mission declines to give the requested 
approval. When National Fuel makes its 
next PGA filing, the Commission shall 
review the supporting cost evidence to 
determine the propriety of the PGA 
increase.

On February 25, 1977, Tennessee filed 
a petition to intervene in this docket. 
Tennessee states because it  “is perform­
ing a transportation service which is an 
integral part of Niagara’s above described 
arrangement, Tennessee has a direct in­
terest in this proceeding, which interest 
is not and cannot be adequately repre­
sented by any other party’*. The Commis­
sion believes Tennessee’s intervention 
should be granted.

The Commission finds: (1) The pro­
posed amendment for the importation of 
additional natural gas and exportation 
of additional electric energy is not incon­
sistent with the public interest.

(2) Good cause exists to waive the per­
tinent filing regulations at this time, sub­
ject to the conditions ordered herein.

(3) Good cause exists to deny advance 
approval of inclusion of these charges in 
National Fuel’s PGA.

(4) Good cause to grant Tennessee’s 
petition to intervene.

The Commission orders: (A) Pursuant 
to Section 3 of the Natural Gas Act and 
the Regulations thereunder, the appli­
cants are hereby permitted to import ad­
ditional volumes of natural gas up to 2 
Bcf from Ontario Hydro through March 
31, 1977.

(B) The natural gas imported under 
this order shall not be used to displace 
alternate full capability or cause other 
gas to displace alternate fuel capability.

(C) Niagara Mohawk shall file within 
10 days of the issuance of this order, 
copies of all contracts relating to the im­
portation, transportation and sale of nat­
ural gas to the applicants authorized by 
this order, all contracts relating to the 
exportation of electric energy authorized 
herein, and all contracts under which 
Niagara Mohawk may act as agent for 
any party involved in these arrange­

ments. Also, Niagara Mohawk shall file 
a report showing the accounting and 
billing procedures by which the transac­
tions between the Canadian and United 
States systems will be completed, and 
how the U.S. Systems will account for the 
transactions among themselves. This re­
port shall have final NEB approval and 
the costs basis which the NEB sets forth 
for Canadian gas involved.

(D) Waiver of Part of 153 of the Com­
mission’s Regulations under the Natural 
Gas Act and Sections 35.30 et seq. 'is 
hereby granted.

(E) Tennessee, Columbia, and Consol­
idated are hereby authorized to perform 
transportation services required under 
the proposals approved by this order.

(F) National Fuel’s request for prior 
approval of inclusion of the price of the 
imported natural gas plus the transpor­
tation charges is hereby denied.

(G) Tennessee’s petition to intervene 
is hereby granted.

By the Commission.
K enneth F. P lumb,

Secretary.
[PR Doc.77-7538 Filed 3-14-77;8:45 am]

[Docket No. CI75-110, CI75-145]
PHILLIPS PETROLEUM CO.; KERR-McGEE 

CORF.
Filing of Offer of Settlement

March 7, 1977.
Take notice that on February 25, 

1977, Michigan Wisconsin Pipe Line 
Company (Mich Wis) a party in this 
proceeding, filed in Docket Nos. CI75-110 
and CI75-145, an Offer of Settlement, 
pursuant to Section 1.18(e) of the Com­
mission’s Rules of Practice and Proce­
dure. Mich Wis réquests the Commis­
sion to authorize its Offer of Settlement, 
all as more fully set forth in the Offer 
of Settlement which is on file with the 
Commission and open to public inspec­
tion.

H istoric B ackground

Mich Wis states that pursuant to 
existing Commission certificates, Phil­
lips Petroleum Company (Phillips) and 
Kerr-McGee Corporation (Kerr-McGee) 
are obligated to sell the natural gas being 
produced from reservoirs above 10,000 
feet below sea level (Shallow reserves) 
underlying State Lease No. 1170-1, 
Cameron Parish, Louisiana (Hog Bay­
ou), to both Michigan Wisconsin and 
Tennessee Gas Pipeline Company, a Di­
vision of Tenneco, Inc. (Tennessee) :

1. Tennessee’s rights to purchase the 
gas exist by virtue of certificates cover­
ing 1953 contracts in which Phillips and 
Kerr-McGee committed that produc­
tion of Tennessee’s predecessor-in­
interest for a period of 20 years to the 
extent that the producers were unable to 
deliver 60,700 Mcf per day from the 
Rollover Field under a separate con­
tract. I t  is stated that those rights ex­
pired on November 1, 1976.

2. Michigan Wisconsin’s rights to pur­
chase the gas are evidenced by certifi­
cates covering 1965 contracts wherein
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Phillips and Kerr-McGee committed all 
of their interest in the shallow reserves 
for 25 years to Michigan Wisconsin, 
subject only to the reservation of the 
quantities of gas necessary to satisfy , 
their prior commitment, if any, to Ten­
nessee, it is stated.

The Offer of Settlement states that 
Phillips and Kerr-McGee filed Section 
7(b) applications to discontinue sales to 
Tennessee from the Hog Bayou shallow 
reservoirs on August 16, 1974 and Sep­
tember 9, 1974, respectively. Mich Wis 
alleges that the stated purpose of these 
applications was to fulfill the producers* 
contractual obligation to deliver all of 
the remaining shallow reserves to Mich 
Wis upon the expiration of Tennessee’s 
rights on November 1, 1974. By its order 
of August 19, 1975, the Commission con­
solidated the proceedings and permitted 
Mich. Wis, Tennessee and others to 
intervene and set the applications for 
hearing. Hearings have been concluded. 
The initial decision was issued Novem­
ber 5, 1976 and Briefs on Exceptions 
have been filed. The case is now before 
the Commission for decision.

It is stated that during the period 
1966-1974, prior to the expiration of 
Tennessee’s rights, Phillips and Kerr- 
McGee sold approximately 45 percent of 
the gas produced from the shallow re­
servoirs to Mich Wis and 55 percent of 
the total production to Tennessee. Dur­
ing the 1975-1976 period, after Tennes­
see’s contract with producers had ex­
pired, Tennessee purchased virtually all 
of the natural gas produced from the 
shallow reservoirs.

I. P artial Abandonment of S ervice

The Offer of Settlement proposes that 
Phillips and Kerr-McGee will receive 
Commission permission and authoriza­
tion pursuant to Section 7(b) of the 
Natural Gas Act, to partially abandon 
service to Tennessee by reducing sales 
to Tennessee from the Cameron Parish, 
Louisiana (Hog Bayou Field) reservoirs 
to a maximum of 55 percent of the total 
production from said reservoirs during 
each calendar month subsequent to the 
issuance of the Commission’s order ap­
proving this Offer of Settlement.

H . R epayment Obligation

It is stated that Tennessee shall have 
no obligation to restore Mich Wis the 
volumes of natural gas purchased by 
Tennessee from the Hog Bayou shallow 
reservoirs after Tennessee’s contractual 
rights terminated on November 1, 1974. 
I t  is proposed that in its order approving 
this Offer of Settlement, the Commission 
shall dismiss with prejudice Mich Wis’ 
request for an order imposing such ob­
ligation upon Tennessee.

Any person desiring to be heard or to 
make any protest with reference to said 
Offer of Settlement should file with the 
Commission on or before April 4, 1977. 
Any replies thereto may be filed on or 
before April 19,1977.

K enneth F . P lumb, _ 
Secretary.

[PR Doc.77-7537 Filed 3-14-77:8:45 ami 

15, 1977
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(Docket No. E-9305; Project No. 796J

PHOENIX, ARIZONA, SALT RIVER PIMA- 
MARICOPA INDIAN COMMUNITY

Filing of Offer of Settlement and 
Settlement Agreement

March 7,1977.
Take notice that on February 8, 1977, 

pursuant to § 1.18(e) of the Commis­
sion’s Rules of Practice and Procedure, 
the Salt River Pima-Maricopa Indian 
Community (the Indian Community) 
tendered for filing in the captioned con­
solidated proceedings an Offer of Settle­
ment together with a Settlement Agree* 
ment entered into as of December 22, 
1976, among the Indian Community, the 
Salt River Valley Water Users’ Associa­
tion and the Salt River Project Agricul­
tural Improvement and Power District, 
which Settlement Agreement, if accepted 
and approved by the Commission, would 
effect a settlement and termination of 
the captioned consolidated proceedings 
and certain other matters not before the 
Commission.

Any person desiring to be heard or to 
protest the said Settlement Agreement 
should file comments with the Federal 
Power Commission, 825 North Capitol 
Street, Northeast, Washington, D.C. 
20426, on or before March 28,1977. Com­
ments will be considered by the Com­
mission in determining the appropriate 
action to be taken. Copies of the Settle­
ment Agreement are on file with the 
Commission and are available for public 
inspection.

K enneth F .  P l u m b , 
Secretary.

[PR Doc.77-7536 Piled 3-14-77; 8:45 am]

(Docket No. ER77-219]
PUBLIC SERVICE ELECTRIC AND GAS 

CO.
Tariff Change

March 8, 1977.
Take notice that Public Service Elec­

tric and Gas Company of New Jersey 
(PSE&G), on March 1, 1977, tendered 
£°r Proposed changes in its FPC 
Electric Service Tariff No. 57. PSE&G 
states that the proposed changes would 
increase revenues from jurisdictional 
sales and service by $179,821 based on 
the twelve month period ending Sep­
tember 30, 1976. In addition, PSE&G 
states that the proposed filing also 
gWhtlr modifies its existing fuel adjust­
ment clause in the above tariff to con- 
lorm to Section 35.14 of the Commis­
sion s Regulations.

PSE&G states that despite all efforts 
oy it to combat increased costs, the con- 

taflationary trend has affected 
Practically all of its operations^ Due to 
tnese increased costs, PSE&G states that 
£  ~ ec°,mmg increasingly difficult for it 

vide ade<luate and reliable service 
f & g g  growing needs of its customers. 
c rS fS  alS° contends th a r th e  rate in- 

ariL riecessary to assure con- 
g B S  to lts U n c ia l  in-
a t ? X  ^  J £ ovide earnings which will 
attract, additional capital a t reasonable

cost to enable it to finance its electrical 
construction program.

PSE&G states that copies of the filing 
were served upon the public utility’s ju ­
risdictional customers, the Boroughs of 
Milltown and South River, and the New 
Jersey Board of Public Utility Commis­
sioners.

Any person desiring^ to be heard or to 
protest said application should file a 
petition to intervene or protest with the 
Federal Power Commission, 825 North 
Capitol Street, N.E., Washington, D.C. 
20426, in accordance with Sections 1.8 
and 1.10 of the Commission’s Rules of 
Practice and Procedure (18 CFR 1.8, 
1.10). All such petitions or protests 
should be filed on or before March 22, 
1977. Protests will be considered by the 
Commission in determining the appro­
priate action to be taken, but will not 
serve to make protestants parties to the 
proceeding. Any person wishing to be­
come a party must file a petition to in­
tervene. Copies of this application are on 
file with the Commission and are avail­
able for public inspection.

K e n n e t h  F .  P l u m b , 
Secretary.

[FR Doc.77-7528 Filed 3-14-77;8:45 am]

[Docket No. ER77—209]
PUGET SOUND POWER & LIGHT CO.

Filing
March 8, 1977.

Take notice that on February 22, 1977, 
Puget Sound Power and Light Company 
(Puget) tendered for filing as an initial 
rate schedule a transfer agreement be­
tween Puget and the City of Tacoma 
(Tacoma).

Puget states that the Agreement pro­
vides terms and condition^ under which 
Puget has agreed to transfer electric 
power and energy to Tacoma’s North 
Fork Well Complex over its 230 kv Rocky 
Reach—White River transmission line 
and determines the amount Tacoma will 
pay Puget for the service. Puget also 
states that the Agreement provides for 
the construction, operation and mainte­
nance of certain non-jurisdictional fa­
cilities necessary to tap the subject trans­
mission line to provide service to Taco­
ma’s North Fork Wen Complex.

Puget states that the parties expect 
service to commence on April 30, 1977, 
and that construction of additional fa­
cilities has already begun.

Puget states that a copy of the filing 
has been sent to the City of Tacoma.

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Commission, 825 North Capital 
Street, N.E., Washington, D.C. 20426, in 
accordance with Sections 1.8 and 1.10 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 1.8,1.10). All such pe­
titions or protests should be filed on or 
before March 18, 1977. Protests will be 
considered by the Commission in deter­
mining the appropriate action to be 
taken, but will not serve to make pro­
testants parties to the proceeding. Any

person wishing to become a party must 
file a petition to intervene. Copies of this 
filing are on file with the Commission and 
are available for public inspection.

K e n n e t h  F .  P l u m b ,
Secretary.

[FR Doc.77-7533 Filed 3-14-77;8:45 am]

(Project No. 559]
SAN DIEGO GAS & ELECTRIC CO.

Issuance of Annual License(s)
March 7, 1977.

On March 4, 1974, San Diego Gas & 
Electric Company, Licensee for Project 
No. 559, located in San Diego County, 
California, filed an application for a new 
license pursuant to the Federal Power 
Act and Commission Regulations there­
under.

The license for Project No. 559 was is­
sued effective March 5,1925, for a period 
ending March 4,1975. Since expiration of 
the original license, the project has been 
maintained and operated under annual 
licenses, the most recent of which will 
expire on March 4, 1977. In order to au­
thorize the continued operation and 
maintenance of the project, pending 
Commission action on Licensee’s applica­
tion, it is appropriate and in the public 
interest to issue an annual license to the 
San Diego Gas & Electric Company.

Take notice that an annual license is 
issued to the San Diego Gas & Electric 
Company for the period, March 5,1977, to 
March 4, 1978, or until the issuance of a 
new license for the project, whichever 
comes first, for the, continued operation 
and maintenance of Project No. 559 sub­
ject to the terms and conditions of the 
original license. Take further notice that 
if issuance of a new license does not take 
place on or before March 4, 1978, a new 
annual license will be issued each year 
thereafter, effective March 5 of each 
year, until such time as a new license is 
issued, without further notice being 
given by the Commission.

K enneth F. Plumb, 
Secretary.

[FR Doc.77-7534 Filed 3-14-77;8:45 am] 

[Project No. 120]
SOUTHERN CALIFORNIA EDISON CO.

Issuance of Annual License(s)
March 7, 1977.

On February 12, 1970, Southern Cali­
fornia Edison Company, Licensee for the 
Big Creek No. 3 Project No. 120, located 
in the vicinity of Fresno, Kern, Madera, 
Los Angeles and Tulare Counties, Cali­
fornia, on the San Joaquin River, filed 
an application .for a new license pur­
suant to the Federal Power Act and 
Commission Regulations thereunder.

The license for Project No. 120 was 
issued effective June 8, 1922, for a period 
ending March 3, 1971. Since expiration 
of the original license, the project has 
been maintained and operated under an­
nual licenses, the most recent of which 
will expire on March 3, 1977. In order to
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authorize the continued operation and 
maintenance of the project, pending 
Commission action on Licensee’s appli­
cation, it is appropriate and in the public 
interest to issue an annual license to the 
Southern California Edison Company.

Take notice that an annual license Is 
issued to the Southern California Edi­
son Company for the period March 4, 
1977, to March 3, 1978, or until Federal 
takeover, or until the issuance of a new 
license for the project, whichever comes 
first, for the continued operation and 
maintenance of the Big Creek No. 3 Proj­
ect No. 120 subject to the terms and 
conditions of the original license. Take 
further notice that if Federal takeover 
or issuance of a new license does not take 
place on or before March 3, 1978, a new 
n.nrmfl.1 license will be issued each year 
thereafter, effective March 4 of each 
year, until such time as Federal takeover 
takes place or a new license is issued, 
without further notice being given by the 
Commission.

Kenneth F. Plumb,
Secretary.

[PR Doc.77-7535 Piled 3-14-77;8:45 am]

[Docket NOS. CP77-21, CP77-69]
TENNESSEE GAS PIPELINE CO., A 

DIVISION OF TENNECO INC.
Tariff Filing

March 7, 1977.
Take notice that on February 28,1977, 

Tennessee Gas Pipeline Company, a Di­
vision of Tenneco Inc. (Tennessee) 
tendered for filing Original Sheet Nos. 
257 through 257B and Original Sheet 
Nos. 258 through 258C to Sixth Revised 
Volume No. 2 of its FPC Gas Tariff.

Tennessee «states that the purpose of 
the tariff sheets is to constitute its Rate 
Schedules T-36 and T-37 covering 
transportation services which Tennessee 
was authorized to rendered by the Com­
mission's January 14, 1977 letter order 
in Docket No. CP77-21 and the Commis­
sion’s February 2, 1977 order in Docket 
No. CP77-69.

Any person desiring to be heard or to 
make any protest with reference to said 
application, on or before March 28, 1977, 
should file with the Federal Power Com­
mission, Washington, D.C. 20426, a peti­
tion to intervene or a protest in accord­
ance with the requirements of the Com­
mission’s Rules of Practice and Proce­
dure (18 CFR 1.8 or 1.10). All protests 
filed with the Commission will be con­
sidered by it in determining the appro­
priate action to be taken, but will not 
serve to make the protestants parties to 
the proceeding. Any person wishing to 
become a party to a proceeding, or to 
participate as a party in any hearing 
therein, must file a petition to intervene 
in accordance with the Commission’s 
Rules.

Kenneth F. Plumb,
Secretary.

[PR Doc.77-7531 Filed 3-14-77;8:45 am]

[Docket No. E77-33]
EMERGENCY NATURAL GAS ACT OF 1977

Supplemental Emergency Order
By order issued March 2, 1977, pur­

suant to section 6 of the Emergency Nat­
ural Gas Act of 1977, Pub. L. 95-2 <91 
Stat. 4 (1977), I  denied, without preju­
dice, the request of United Gas Pipe Line 
Company (United) to make certain 
emergency purchases. The order further 
stated that, where expenditures were 
made prior to February 22, 1977, for the 
purpose of delivering such gas supplies to 
United or the seller had obtained a for­
mal written release of gas from an ex­
isting intrastate contract prior to that 
date in order to make sale in interstate 
commerce, United could make such pur­
chases consistent with the doctrine of 
“Colorado Interstate Gas Company” 
Docket No. E77-31 (February 28,1977).

On March 4, 1977, United submitted a 
supplemental filing in which it set forth 
information indicating that Basin Petro­
leum Corporation (Basin) and Exxon 
Company, U.SA. (Exxon), Davis Oil 
Company (Davis), Delhi Gas Pipeline 
Corporation (Delhi), Goldking Produc­
tion Company (Goldking), Monterrey 
Producing Company (Monterrey), Peltex, 
Inc. (Peltex), South Louisiana Produc­
tion Company (South Lousiana), The 
Superior Oil Company, Inc. (Superior), 
Systems Fuels, Inc. (System Fuels), and 
Tenneco Oil Company (Tenneco) had 
made expenditures prior to February 22, 
1977, for the purpose of delivery of the 
subject gas supplies to United. Based 
upon the information submitted by 
United, I  deny 'United’s request that I 
approve the proposed purchases set forth 
in the appendix to its filing. United’s fil­
ing lacks the information necessary to 
determine which of the proposed pur­
chases satisfy the criteria of “Colorado 
interstate”. This denial is without preju­
dice to United’s submission of specific in­
formation which demonstrates which of 
the proposed purchases satisfy the cri­
teria of these cases. United should sub­
mit such information so that the facts 
relating to each purchase may be fully 
considered. This order shall remain in 
effect unless and until Order No. 6 is 
modified or rescinded.

T h is  order is Issued pursuant to the 
authority delegated to me by the Presi­
dent in Executive Order No. 11969 (Feb­
ruary 2, 1977), and shall be served upon 
United, Basin, Exxon, Davis, Dehli, Gold- 
king, Monterrey, Peltex, South Louisiana, 
Superior, Systems Fuels, and Tenneco. 
T h is  order shall also be published in the 
F ederal Register.

This order and authorization granted 
herein are subject to the continuing au­
thority of the Administrator under 
Pub. L. 95-2 and the rules and regula­
tions which may be issued thereunder.

Richard L. Dunham,
Administrator.

March 9,1977.
[PR D oc.77-7680  Filed 3-14-77; 8:45 am]

FEDERAL RESERVE SYSTEM
CHEMICAL FINANCIAL CORP.

Acquisition of Bank
Chemical Financial Corporation, Mid­

land, Michigan, has applied for the 
Board’s approval under § 3(a) (3) of the 
Bank Holding Company Act (12 U.S.C. 
§ 1842(a) (3)) to acquire 100 per cent of 
the voting shares of The Au Gres State 
Rank, Au Gres, Michigan. The factors 
that are considered in acting on the ap­
plication are set forth in § 3(c) of the 
Act (12 U.S.C. § 1842(c)).

The application may be inspected at 
the offices of the Board of Governors or 
a t the Federal Reserve Bank of Chicago. 
Any person wishing to comment on the 
application should submit views in writ­
ing to the Secretary, Board of Governors 
of the Federal Reserve System, Washing­
ton, D.C. 20551, to be received not later 
than April 1, 1977.

Board of Governors of the Federal Re­
serve System, March 8,1977.

Theodore E. Allisson, 
Secretary of the Board.

[PR D oc.77-7471 Filed. 3-14r-77;8:45 am]

FARMERS BANCSHARES, 'INC., 
HARDINSBURG, KY.

Order Approving Formation of Bank Hold­
ing Company and Engagement in Insur­
ance Agency Activities
Farmers Bancshares, Inc., Hardins- 

burg, Kentucky (“Applicant”), has ap­
plied for the Board’s approval under sec­
tion 3(a) (1) of the Bank Holding Com­
pany Act <12 U.S.C. 1842(a) (D) to be­
come a bank holding company through 
acquisiton of 80 percent of the voting 
shares of The Farmers Bank, Hardins- 
burg, Kentucky (“Bank”). At the same 
time, Applicant has applied, pursuant to 
section 4(c) (8) of the Act (12 U.S.C. 1843
(c) (8)) and § 225.4(b) (2) of the Boards 
Regulation Y, for permission to acquire 
Bennett Insurance Agency, Hardinsburg, 
Kentucky (“Company”) , and thereby en­
gage as an agency in the sale of credit 
life, credit accident and health, and haz­
ard insurance directly related to exten­
sions of credit by Bank. Such activities 
have been determined by the Board, in 
§225.4(a) (9) (ii) (a) of Regulation Y, to 
be permissible for bank holding com­
panies subject to Board approval of in­
dividual proposals in accordance with 
the procedure of § 225.4(b) of Regulation
Y.Notice of the applications, affording 
opportunity for interested persons to 
submit comments and views, has been 
given in accordance with sections 3 ana 
4 of the Act (FR, Vol. 42, No. 14). The 
time for filing comments and views has 
expired, and the applications and com­
ments received have been considered in 
light of the factors set forth in section 
3(c) of the Act <12 U.S.C. 1842(c)), and 
considerations specified in section 4<c 
(8) of the Act.
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Applicant is a nonoperating corpora­

tion formed for the express purpose of 
becoming a bank holding company 
through the acquisition of Bank, and 
engaging in the sale of credit life, credit 
accident and health, and hazard insur­
ance. The proposed transaction involves 
the transfer of control of Bank and Com­
pany 1 from individuals to a corporation 
owned by the same individuals. Upon 
acquisition of Bank (deposits of $11.1 
million), Applicant would control the 
207th largest of 342 banks in Kentucky, 
holding .11 per cent of the total deposits 
in commercial banks in the State.3 Bank 
is the second largest of three banks in 
the relevant banking market (approxi­
mated by Breckinridge County), and 
holds 32.3 percent of total bank deposits 
in the market. Since Applicant has no 
present subsidiaries or business activity, 
consummation of the proposal would not 
adversely affect existing or potential 
competition.

The financial and managerial re­
sources and future prospects of Appli­
cant, which are primarily dependent 
upon Bank, are regarded as satisfactory. 
Incident to this proposal, Applicant will 
incur acquisition debt, which is projected 
to be retired over a twelve year period 
with funds generated from operations of 
Bank and Company. Based upon Bank’s 
present capital position, its proposed 
capital increase,3 and its projected future 
growth and earnings, it appears that Ap­
plicant will be able to meet its debt serv­
icing requirements while maintaining the 
capital adequacy of ̂ ank. Considerations 
relating to the convenience and needs of 
the Community to be served are con­
sistent with approval. Applicant proposes 
to increase the effective interest rate on 
certificates of deposit by . compounding 
rates of interest on such deposits. There­
fore, this Reserve Bank concludes that 
the proposed acquisition of Bank would 
be in the public interest and that the ap­
plication to become a bank holding com­
pany should be approved.

As part of the reorganization of Bank’s 
ownership, Applicant proposes to acquire 
the business activities of Company and 
thereby engage as an agency in the sale 
of credit life, credit accident and health, 
and hazard insurance directly related to 
extensions of credit by Bank. Company 
presently engages in these activities on 
the premises of Bank. Thus, it does not 
appear that the acquisition of C om pa n y ’s 
activities by Applicant would have any 
significant effect on existing or potential 
competition. Approval of the application 
would assure community residents of a 
convenient source of insurance services 
that for some time has been associated

1 Company is presently owned by two of 
Applicant’s eight Principals.

2 All banking data as of December 31, 1975.
3 Coincidental with Applicant’s acquisition, 

Bank’s capital is to be Increased by $400M 
through the issuance of additional shares of 
common stock.

* Company has been operated upon Bank’s 
premises for more than five years.

with Bank/ Further, evidence in the 
record does not indicate that consumma­
tion of the proposal would lead to any 
undue concentration of resources, con­
flicts of interests, unsound banking 
practices, or any other adverse effects 
upon public interest.

Based on the foregoing and other con­
siderations reflected in the record, this 
Reserve Bank has determined, in ac­
cordance with the provisions of § 4(c) (8) 
of the Act, that consummation of this 
proposal can reasonably be expected to 
produce benefits to the public that out­
weigh possible adverse effects and that 
the application to engage in credit- 
related insurance activities should be ap­
proved.

Accordingly, the applications are ap­
proved for the reasons summarized 
above. The acquisition of Bank shall not 
be made before the thirtieth calendar 
day following the effective date of this 
Order. The acquisition of Bank and the 
commencement of permissible insurance 
agency activities shall be made not later 
than three months after the effective 
date of this Order, unless such period is 
extended for good cause by the Board, 
or by the Federal Reserve Bank of St. 
Louis pursuant to delegated authority. 
The determination as to Applicant’s in­
surance activities is subject to the con­
ditions set forth in § 225.4(c) of Regu­
lation Y and to the Board’s authority 
to require reports by, and make exam­
inations of, holding companies and their 
subsidiaries and to require such modifi­
cation or termination of the activities of 
a bank holding company or any of its 
subsidiaries as the Board finds necessary 
to assure compliance with the provisions 
and purposes of the Act and the Board’s 
regulations and orders issued there­
under, or to prevent evasion thereof.

By order of the Federal Reserve Bank 
of St. Louis, acting pursuant to dele­
gated authority for the Board of Gov­
ernors of the Federal Reserve System, 
effective March 2, 1977.

H arold E. Uthoff, 
Senior Viçe President.

[PR Doc.77-7606 Piled 3-14-77;8:4& am]

GENERAL SERVICES 
ADMINISTRATION 

PRIVACY ACT OF 1974 
Changes to Systems of Records

On September 8, 1976, there was pub­
lished in the F ederal R egister (41 FR 
38088 through 38145) annual notices of 
systems of records pursuant to the pro­
visions of the Privacy Act of 1974, Pub­
lic Law 93—579, 5 U.S.C. 552a. This notice 
deletes two systems of records and 
amends two systems of records. *

The system of records identified 
as “Intergovernmental Management 
Trainee Association Records GSA/OAD- 
21,” system identification number 23-00- 
0021, 41 FR 38098, is deleted. The records 
are no longer being maintained.

The system of records identified as 
“Special Personnel Studies and Reports

GSA/OAD-16,” system identification 
number 23-00-0016, 41 FR 38095, is de­
leted. With the exception of allegations 
of merit system violation records, none 
of the other record categories is retriev­
able by individual name or other per­
sonal identifier.

The allegations of merit system vio­
lation records are being made part of 
the system of records identified as “Rec­
ords Relating to Staffing Activities GSA/ 
OAD-10,” system-identification number 
23-00-0010, 41 FR 38092.

The system of records identified as 
“Office Personnel Files GSA/OAD-19,” 
system identification 23-00-0019, 41 FR 
38097, is amended to delete position 
descriptions from the categories of rec­
ords in the system.

The full text of the amended notices 
of the systems of records “Records Re­
lating to Staffing Activities” and “Office 
Personnel Files” is as follows:

2 3 -0 0 0 —0010 (G SA/OAD-IO) 
System nam e:

Records Relating to Staffing Activities 
GSA/OAD.
System location:

This system is maintained in the per­
sonnel offices of GSA at the addresses 
listed in the appendix following the no­
tice GSA/OAD-22 and in the Central 
Office, Office of Personnel, 18th and F 
Streets NW., Washington, DC 20405.
Categories of individuals covered by the 
system:

Current and former GSA employees 
and applicants for GSA employment.
Categories o f  records in the system :

The following categories of records are 
maintained for the purpose of making 
decisions relating to the hiring, main­
taining, utilizing, promoting, reassigning, 
and terminating of employees:

1. Recruitment, qualification, and em­
ployment.

2. Merit promotion.
3. Separation.
4. Allegations of merit system viola­

tions.
Authority for maintenance of the system:

1. Recruitment, qualification, and em­
ployment: 5 U.S.C. 3104, 3109, 3321, 3582, 
4301 through 4308, 7153, and 7512; Ex­
ecutive Order 11521; Federal Personnel 
Manual (FPM) Chapters 300, 301, 302, 
307, 315, and 337; and Vietnam Vet­
erans Assistance Act, Public Law 93-508.

2. Merit promotion: 5 U.S.C. 4301 
through 4308; FPM Chapter 335.

3. Separation: 5 U.S.C. 3501 through 
3504; FPM Chapters 302 and 752.

4. Allegations of merit system viola­
tions; Executive Order 9830.
^Routine uses o f records maintained in the 

system, including categories o f users 
and the. purposes o f such u ses:

The routine uses of these records are 
described in the appendix following the 
GSA notices.
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Policies and practices for storing, retriev­
ing, accessing, retaining, and dispos­
ing of records in the system :

Storage :
All records within this system are 

maintained on paper.
Retrievability :

Records are retrieved by name. 
Safeguards :

When not in use by an authorized per­
son, these records are stored in lockable 
metal file cabinets or in secured rooms.
Retention and disposal :

Disposition of records shall be in ac­
cordance with the HB, GSA Records 
Maintenance and Disposition System 
(OAD P 1820.2).
System manager and address :

The Director of Personnel, 18th and P 
Streets NW., Washington, DC 20405. 
Mailing address : General Services Ad­
ministration (BP), Washington, DC 
20405.
Notification procedure:

Current employees may obtain infor­
mation about whether thèy are part of 
this system of records from their super­
visor, from their personnel officer at the 
address following the notice GSA/OAD- 
22, or from the Director of Personnel at 
the above address, whichever is applica­
ble. Former employees may obtain infor­
mation from their former personnel of­
fice. Applicants for GSA employment 
may obtain information from the per­
sonnel officer responsible for the position 
for which they applied.
Record access procedures :

Current employees should direct re­
quests to access records to their super­
visor, to the appropriate personnel offi­
cer at the address listed in the appendix 
following the notice GSA/OAD-22, or to 
the Director of Personnel a t the address 
listed above. Former employees should 
direct requests to access records to their 
former personnel office. Applicants for 
GSA employment may obtain informa­
tion from the personnel officer responsi­
ble for the- position for which they ap­
plied. For identification requirements re­
fer to the agency regulations as outlined 
in 41 CFR 105-64.
Contesting record procedures :

GSA rules for access to records and for 
contesting the contents and appealing 
initial determinations are promulgated 
in 41 CFR 105-64 published in the Fed­
eral R egister.
Record source categories :

The individuals themselves, other em­
ployees, and supervisors.

23-00-0019 (GSA/OAD-19) 
System name :

Office Personnel Files GSA/OAD. 
System location:

This system may be maintained at the 
supervisory or administrative office level

throughout the Office of Administration 
nationwide.
Categories o f individuals covered by the 

system :
Former and current GSA employees. 

Categories o f records in the system:
This system consists of a variety of 

employee related records maintained by 
operating officials for the purpose of ad­
ministering personnel matters affecting 
their employees. Examples of records 
contained in this system include:

1. Statements of personal history.
2. Employee performance ratings and 

assessments relevant to promotion po­
tential.

3. Suggestions.
4. Counseling reports.
5. Supervisory assessments of em­

ployees’ ability to meet career goals.
6. Assessments of supervisory poten­

tial.
7. Employment inquiries from other 

agencies.
8. Military service separations.
9. Developmental needs.
10. Miscellaneous training.
11. Placement followup checklists.
12. Staffing patterns and rosters.
13. Leave and attendance information.
14. Employee addresses and telephone 

numbers.
15. Military reserve lists.
16. Assignment rosters.
17. Affirmative action plan files.
18. Accession and separation informa­

tion.
19. Performance and work measure­

ment records.
20. Employee parking permit applica­

tions and related information.
Authority for maintenance o f thé system: 

Executive Order 9830.
Routine uses of records maintained in the 

system, including categories o f users 
and the purposes o f such uses :

The routine uses of these records are 
described in the appendix following the 
GSA notices.
Policies and practices for storing, retriev­

ing, accessing, retaining, and dispos­
ing of records in the system :

Storage:
Paper records in file folders and card 

files.
Retrievability :

The records within this system are pri­
marily retrieved by name.
Safeguards:

When not in use by an authorized per­
son, these records are stored in lockable 
metal file cabinets or in secured rooms.
Retention and disposal :

Disposition of records shall be in ac­
cordance with the HB, GSA Records 
Maintenance and Disposition System 
(OAD P 1820.2).
System manager and address :

The Executive Officer, Office of Ad­
ministration, 18th and F Streets NW.,

Washington, D.C. 20405. Mailing address: 
General Services Administration (BA), 
Washington, D.C. 20405.
Notification procedures :

Current employees may obtain infor­
mation about whether they are part of 
this system of records from their supervi­
sor. Former employees may obtain infor­
mation from the appropriate personnel 
officer at the address listed in the appen­
dix following the notice GSA/OAD-22.
Record access procedures :

Current employees should direct re- '  
quests to access records to their superi- 
sor. Former employees should direct re­
quests to the appropriate personnel of­
ficer at the address listed in the appendix 
following the notice GSA/OAD-22. For 
identification requirements, refer to the 
agency regulations as outlined in 41 CFR 
105-64.
Contesting record procedures :

GSA rules for access to records and for 
contesting the contents and appealing 
initial determinations are promulgated in 
41 CFR 105-64, published in the Federal 
Register.
Record source categories :

The individuals themselves, other em­
ployees, supervisors, and personnel rec­
ords.

C. L. Morrison, Jr., 
Acting Director of Administration.

Dated at Washington, D.C. on March 
1, 1977.

[FR Doc.77-7540 Filed 3-14-77;8:45 am]

REGIONAL PUBLIC ADVISORY PANEL ON 
ARCHITECTURAL AND ENGINEERING 
SERVICES

Meeting
Pursuant to Public Law 92-463, notice 

is hereby given of a meeting of the Re­
gional Public Advisory Panel on Archi­
tectural and Engineering Services, Re­
gion 1; March 30, 1977, from 9:00 A.M. 
to 4:30 P.M.; Room 208, J. W. McCor­
mack Post Office and Courthouse, Post 
Office Square, Boston, Massachusetts 
02109.

The meeting will be devoted to the ini­
tial step of the procedures for screening 
and evaluating the qualifications of 
architect-engineers under consideration 
for selection to furnish professional 
services for the following proposed 
projects:
Downspout Replacement, Flooring, A/C and 

Misc. Alterations U.S. Custom House—  
Portland, Maine)

Energy Conservation Alterations, Federal 
Building and U.S. Post O f f i c e — Augusta, 
Maine

BuUding Extension, U.S. Border Station 1 
Derby Line, Vermont
The meeting will be open to the 

public.
- Albert A. Gammal, Jr.,

Regional Administrator.
[FR Doc.77-7509 Filed 3-14r-77;8:45 am]
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REGIONAL PUBLIC ADVISORY PANEL ON 

ARCHITECTURAL AND ENGINEERING 
SERVICES

Meeting
Pursuant to Public Law 92-463, notice 

is hereby given of a meeting of the Re­
gional Public Advisory Panel on Archi­
tectural and Engineering Services, Re­
gion 10, April 1, 1977, at 9:00 a.m., Main 
Auditorium, Northwest and Alaska Fish­
eries Center, 2725 Montlake Boulevard 
East, Seattle, Washington. The meeting 
will be concerned with the review of the 
conceptual design for the NOAA Western 
Regional Center, Seattle, Washington. 
The meeting will be open to the public.

D avid L. Head, 
Regional Administrator. 

[PR Doc.77-7511 Filed 3-14-77;8:45 am]

Public Buildings Service 
[Wildlife Order J.32; A-SD-49IT

FORMER FOREST SERVICE WORK CENTER, 
HOT SPRINGS, S. DAK.

Transfer of Property
Pursuant to Section 2 of Public Law 

537, Eightieth Congress, approved May 
19, 1948 (16 U.S.C. 667c), notice is 
hereby given that:

1. By deed from the United States of 
America dated January 27, 1977, the 
property comprising 20,954 square feet of 
land improved with six buildings identi­
fied as the former Forest Service Work 
Center, Hot Springs, South Dakota, has 
been conveyed to the State of South 
Dakota.

2. The above described property was 
conveyed for wildlife conservation pur­
poses in accordance with the provisions 
of Section 1 of said Public Law 80-537 
(16 U.S.C. 667b), as amended by Public 
Law 92-432.

Dated: February 25,1977.
T homas P eyton,

Acting Commissioner, 
Public Buildings Service.

[FR Doc.77-7539 Filed 3-14-77;8:45 am]

DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE

Center for Disease Control 
OCCUPATIONAL SAFETY AND HEALTH 

Request for Information on Glycidyl Ethers
Section 20(a) (3) of the Occupational 

Safety and Health Act of 1970 (29 U.S.C. 
669(a) (3) ) provides that the Secretary 
of Health, Education, and Welfare, on 
the basis of information available to him, 
shall develop criteria dealing with toxic 
materials which will describe exposure 
levels that are safe for various periods of 
employment. Section 22(c) of the Act 
authorizes the National Institute for Oc­
cupational Safety and Health (NIOSH) 
to develop recommended occupational 
safety and health standards and to per­
form all functions Of the Secretary of 
Health, Education, and Welfare, under 
sections 20 and 21 of the Act. NIOSH is 
proposing to develop a criteria document

containing recommended occupational 
health standards for glycidyl ethers.

The criteria document will include 
among other items an evaluation of 
available information relative to the 
areas listed below.

Any person having information or data 
in any of the areas listed below, or in 
other areas considered relevant to the 
establishment of a safe and healthful 
occupational environment involving this 
substance is requested to submit such in­
formation, with accompanying docu­
mentation to Director, Division of Cri­
teria Documentation and Standards De­
velopment, NIOSH, 5600 Fishers Lane, 
Park Building, Room 3-28, Rockville, 
Maryland 20857 within 90 days.

1. Establishment of safe occupational 
environmental levels for this agent in­
cluding levels for acute and chronic ex­
posure to airborne concentrations of the 
chemical agent as well as safe practices 
concerning direct contact with such 
agent.

2. Establishment of biologic standards 
Le.» the levels of such agents, metabo­
lites, or other effects of exposure which 
may be present within man without his 
suffering ill effects taking into consider­
ation (a) the correlation of airborne 
concentrations of, and extent of expo= 
sure to such substance with effects on 
specific biologic systems of man such as 
the circulatory, respiratory, urinary, and 
nervous system, and (b) the analytical 
method for determining the amount of 
the substance which may be present 
within man.

3. Engineering controls, including ven­
tilation, environmental temperature, hu­
midity, and housekeeping and sanitation 
procedures, with attention to the tech­
nological feasibility of such controls.

4. Specifications for the conditions un­
der which personal protective devices 
should be required. "

5. Methods, including instruments, for 
air sampling and sample analysis of the 
chemical agent and methods of measur­
ing levels of exposure to the physical 
agent.

6. The need for medical examinations 
for workers exposed to such an agent, 
the frequency of such- examinations, 
and the specific diagnostic tests which

should be used and the rationale of their 
selection.

7. Work practices or procedures which 
may be instituted for control of the work­
place environment in normal operations 
and those which may be instituted when 
occupational environmental levels are 
temporarily exceeded or where peak con­
centrations of chemical agents in man 
are reached.

8. The types of records concerning oc­
cupational exposure to such an agent 
that employers should be required to 
maintain.

9. Warning devices and labels which 
should be required for the prevention of 
occupational diseases and hazards caused 
by such an agent.

All information received concerning 
this substance, except that information 
which is trade secret and protected by 
section 15 of the Act, will be available 
for public inspection a t the foregoing 
address.

Dated: March 8,1977.
Edward J. B aier, 

Acting Director, National Insti­
tute for Occupational Safety 
and Health.

[FR Doc.77—7515 Filed 3-14-77;8:45 am]

Food and Drug Administration 
ADVISORY COMMITTEE 

Meeting
AGENCY: Food and Drug Administra­
tion, HEW.
ACTION: Notice,
SUMMARY: This notice announces a 
meeting of a public advisory committee, 
with a closed portion, of the Food and 
Drug Administration (FDA). It also sets 
forth a summary of the procedures gov­
erning committee meetings and methods 
by which interested persons may partici­
pate in open public hearings conducted 
by the committee. And it is issued under 
section 10(a) (1) and (2) of the Federal 
Advisory Committee Act (Pub. L. 92-463, 
86 Stat. 770-776 (5 U.S.C. App. I ) ), and 
FDA regulations, 21 CFR Part 2, Subpart 
D, relating to advisory committees.
SUPPLEMENTARY INFORMATION: 
The following meeting is announced:

Committee name Date, time, and place Type of meeting and contact person

Allergenic extracts panel _ Apr. 15 and 16, 9 a.m., room 
130, 6110 Executive Blvd., 
Rockville, Md.

Open public hearing, Apr. 15, 9 a.m. to 10 a.m.; open 
committee discussion, Apr. 15, 10 a.m. to 5:30 p.m., 
Apr. 16, 8:30 a.m. to 10 a.m.; closed committee 
deliberations, Apr. 16,10 a.m. to adjournment; Clay 
Sisk (HFB-5), 8800 Rockville Pike, Bethesda, Md 
20014, 301-443-5455.

General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness of 
biological products.

Agenda—Open public hearings. Any 
interested person may present data, in­
formation, or views, orally or in writing, 
on issues pending before the committee.

Open committee discussion. Discussion 
of the recommendations for further clin­
ical testing; standardization of aller­
genic extracts; revision of several draft 
generic statements on epidermal, pollen,

food, and miscellaneous inhalent ex­
tracts; and draft label recommendations.

Closed committee deliberations. Re­
view of data submissions from allergenic 
extract producers on the subject of man­
ufacturing techniques for epidermal 
allergenic extracts and food allergenic 
extracts. This portion of the meeting will 
be closed to permit discussion of trade 
secret information (5 U.S.C. 552(b) (4)).

Each public advisory committee listed 
above may have as many as four sepa­
rable portions: (l ) An open public hear-
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ing, (2) an open committtee discussion,
(3) a closed presentation .of data, and (4) 
a closed committee deliberation. Every 
advisory committee meeting shall have 
an open public hearing portion. Whether 
or not it also includes any of the other 
three portions will depend upon the 
specific meeting involved. The dates and 
times reserved for the separate portions 
of each committee meeting are listed 
above.

The open public hearing portion of 
each meeting shall be at least 1 hour long 
unless public participation does not last 
that long. It is emphasized, however, that 
the 1 hour time limit for an open public 
hearing represents a minimum rather 
than a maximum time for public partici­
pation, and an open public hearing may 
last for whatever longer period the com­
mittee chairman determines will facili­
tate the committee’s work.

Meetings of advisory committees shall 
be conducted, insofar as is practical, in 
accordance with the agenda published in 
this F ederal R egister notice. Changes in 
the agenda will be announced at the be­
ginning of the open portion of a meeting.

Any interested person who wishes to 
be assured of the right to make an oral 
presentation at the open public hearing 
portion of a meeting shall inform the 
contact person listed above, either orally 
or in writing, prior to the meeting. Any 
person attending the hearing who does 
not in advance of the meeting request an 
opportunity to speak will be allowed to 
make an oral presentation at the hear­
ing’s conclusion, if time permits, at the 
chairman’s discretion.

Persons interested in specific agenda 
items to be discussed in open session may 
ascertain from the contact person the 
approximate time of discussion.

A list of committee members and sum­
mary minutes of meetings may be ob­
tained from the Public Records and 
Documents Center (HFC-18), 5600 Fish­
ers Lane, Rockville, MD 20857, between 
the hours of 9 a.m. and 4 p.m., Monday 
through Friday. The FDA regulations re­
lating to public advisory committees may 
be found in 21 CFR Part 2, Subpart D, 
published in the F ederal R egister of 
November 26, 1976 (41 FR 52148).

The Commissioner, with the concur­
rence of the Chief Counsel, has deter­
mined for the reasons stated that those 
portions of the advisory committee meet­
ings so designated in this notice shall be 
closed. The Federal Advisory Committee 
Act (FACA), as amended by the Govern­
ment in the Sunshine Act (Pub. L. 94- 
409), permit such closed advisory com­
mittee meetings in certain circum­
stances. Those portions of a meeting des­
ignated as closed, however, shall be 
closed for the shortest possible time, con­
sistent with the intent of the cited 
statutes.

The FACA, as amended, provides that 
a portion of a meeting may be closed 
where the matter for discussion involves 
a trade secret; commercial or financial 
information that is privileged or confi­
dential; information of a personal na­
ture, disclosure of which would be a 
clearly unwarranted invasion of personal

privacy; investigatory files compiled for 
law enforcement purposes; information 
the premature disclosure of which would 
be likely to significantly frustrate imple­
mentation of a proposed agency action; 
and information in certain other in­
stances not generally relevant to FDA 
matters.

Examples of portions of FDA advisory 
committee meetings that ordinarily may 
be closed, where necessary and in ac­
cordance with FACA criteria, include the 
review, discussion, and evaluation of 
drafts of regulations or guidelines or 
similar preexisting internal agency doc­
uments, but only if their premature dis­
closure is likely to significantly frustrate 
implementation of proposed agency ac­
tion; review of trade secrets and confi­
dential commercial or financial informa­
tion submitted to the agency; consid­
eration of matters involving investiga­
tory files compiled for law enforcement 
purposes; and review of matters, such as 
personnel records or individual patient 
records, where disclosure would consti­
tute a clearly unwarranted invasion of 
personal privacy.

Examples of portions of FDA advisory 
committee meetings that ordinarily shall 
not be closed include the review, discus­
sion, and evaluation of general preclin- 
ical and clinical test protocols and pro­
cedures for a class of drugs or devices; 
consideration of labeling requirements 
for a class of marketed drugs or devices; 
review of data and information on spe­
cific investigational or marketed drugs 
and devices that have previously been 
made public; presentation of any other 
data or information that is not exempt 
from public disclosure pursuant to the

General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of devices currently in use and makes 
recommendations for the regulation.

Agenda— Oven public hearing. Inter­
ested parties are encouraged to present 
information pertinent to the dental de­
vices listed below to the executive secre­
tary. Submission of data relative to ten­
tative classification findings is also in­
vited. Those desiring to make formal 
presentations should notify the executive 
secretary by April 1, 1977, and submit a 
brief statement of the general nature of 
the evidence or arguments they wish to 
present, the names and addresses of pro­
posed participants, references to any 
data to be relied on, and also an indica­
tion of the approximate time required to 
make their comments.

Open committee discussion. The Den­
tal Device Classification Panel will re­
view and classify the following dental 
devices; Mechanical denture cleanser; 
oral irrigating unit; toothbrush, elec­
trode gel for pulp tester; x-ray beam 
aligner; collimator; film cassette; intra­
oral x-ray dental film; AC-powered den-

FACA, as amended; and, notably, de­
liberative sessions to formulate device 
and recommendations to the agency on 
matters that do hot independently jus­
tify closing.

The Commissioner approves the 
scheduling of meetings at locations out­
side of the Washington, D.C., area on the 
basis of the criteria of § 2.307 (21 CFR 
2.307) of FDA’s regulations relating to 
public advisory committees.

Dated: March -8, 1977.
Sherwin Gardner, 

Acting Director, Food and Drugs.
[PR Doc.77-7520 Filed 3-14-77;8:45 am]

ADVISORY COMMITTEE 
Meeting

AGENCY: Food and Drug Administra­
tion, HEW.
ACTION: Notice.
SUMMARY: This notice announces a 
meeting of a public advisory committee 
of the Food and Drug Administration 
(FDA). It also sets forth a summary of 
the ^procedures governing committee 
meetings and methods by which in­
terested persons may participate in open 
public hearings conducted by the com­
mittee and is issued under section 10(a)
(1) and (2) of 'the Federal Advisory 
Committee Act (Pub. L. 92-463, 86 Stat. 
770-776 (5 U.S.C. App. I ) ), and FDA reg­
ulations, 21 CFR Part 2, Subpart D, relat­
ing to advisory committees.
SUPPLEMENTARY INFORMATION: 
The following meeting is announced:

tal amalgam tor; dental capsule; dressing 
forceps; dental furnace; dental oven; 
hand piece accessories; investment ma­
terial; metal casting and soldering blow 
pipe; alcohol blow torch; amalgamator 
dispenser; mortar; pestlS; amalgamator 
tray accessory; anesthetic tube warmer; 
applicator; instrument and supply cabi­
net; operative chair. All remaining de­
vices initially placed in general controls 
will be classified.

FDA public advisory corpmittee meet­
ings may have as many as four separable 
portions: (1) an open public hearing, (2) 
an open committee discussion, (3) a 
closed presentation of data, and (4) a 
closed committee deliberation. Every ad­
visory committee meeting shall have an 
open public hearing portion. Whether or 
not it also includes any of the other three 
portions will depend upon the specific 
meeting involved. There are no closed 
portions for the meetings announced in 
this notice. The dates and times reserved 
for the open portiqns of each commit­
tee meeting are listed above.

The open public hearing portion of 
each meeting shall be at least 1 hour long 
unless public participation does not last

Committee name Date, time, and place Type of meeting and contact person

Dental Device Classification 
Panel.

Apr. 4 and 5, 9 a.m., room 
1409, FB-8, 200 C S t SW., 
Washington, D.C.

Open public hearing, Apr. 4, 9 aim. to 10 a.m.; open 
committee discussion, Apr. 4, 10 a.m. to 4 pm., 
Apr. 5, 9 a.m. to 4p.m.; D. Gregory Singleton, D.D.S. 
(HFK-460), 8757 Georgia Ave., Silver Spring, Md. 
20910,301-427-7239.
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that long. It is emphasised, however, that 
the 1 hour time limit for an open public 
hearing represents a minimum rather 
than a maximum time for public partici­
pation, and an open public hearing may 
last for whatever longer period the com­
mittee chairman determines will facili­
tate the committee’s work.

Meetings of advisory committees shall 
be conducted, insofar as is practical, in 
accordance with the agenda published in 
this Federal Register notice. Changes in 
the agenda will be announced a t the be­
ginning of the open portion of a meeting.

Any interested person who wishes to be 
assured of the right to make an oral 
presentation at the open public hearing 
portion of a meeting shall inform the 
contact person listed above, either orally 
or in writing, prior to the meeting. Any 
person attending the hearing who does 
not in advance of the meeting request an 
opportunity to speak will be allowed to 
make an oral presentation at the hear­
ing’s conclusion, if time permits, at the 
chairman’s discretion.

Persons interested in specific agenda 
items to be discussed in open session may 
ascertain from the contact person the 
approximate time of discussion.

A list of committee members and sum­
mary minutes of meetings may be ob­
tained from thè Public Records and 
Documents Center (HFC-18), 5600
Fishers Lane, Rockville, MD 20857, be­
tween the hours of 9 a.m. and 4 p.m., 
Monday through Friday. The FDA reg­

ulations relating to public advisory com­
mittees may be found in 21 CFR Part 2, 
Subpart D, published in the F ederal 
R egister of November 26, 1976 (41 FR 
52148).

Dated: March 9, 1977.
W illiam F. R andolph,

^  Acting Associate Commissioner 
for Compliance.

[FR Doc.77-7521 Filed 3-14-77;8:45 am]

ADVISORY COMMITTEES 
Meetings

AGENCY: Food and Drug Administra­
tion, HEW.
ACTION: Notice.
SUMMARY: This notice announces 
April meetings of public advisory com­
mittees of the Food and Drug Adminis­
tration (FDA). i t  also sets forth a sum­
mary of the procedures governing com­
mittee meetings and methods by which 
interested persons may participate in 
open public hearings conducted by the 
committees. And it is issued under sec­
tion 10(a) (1) and (2) of the Federal 
Advisory Committee Act (Pub. L. 92-463, 
86 Stat. 770-776 (5 U.S.C. App. I ) ) ,  and 
FDA regulations, 21 CFR Part 2, Subpart 
D, relating to advisory committees,
SUPPLEMENTARY INFORMATION: 
The following meetings are announced:

Committee name Date, time, and place , Type of meeting and contact person

1. Miscellaneous External Apr. 3 and 4; Holiday Inn, Drug Products Panel. Bethesda, Md. on Apr. 8;
Conference room C, Park- lawn Bldg., 6600 Fishers Lane, Rockville, Md. on Apr. 4.

Open committee discussion, Apr. 3,1 p.m. to 430 p.m.; open public hearing, Apr. 4, 9 a.m. to 10 a.m.; open committee discussion, Apr. 4, 10 a.m. to 430 p.m.: Michael D. Kennedy (HFD-510), 5600 Fishers Lane, Rockville, Md. 20857, 301-443-4960.

General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of nonprescription drug products.

Agenda—Open public hearing. Any 
interested person may present data, in­
formation, or views, orally or in writing, 
on issues pending before the committee.

Open committee discussion. The panel 
will review data submitted pursuant to 
the over-the-counter (OTC) review’s call

for data for this panel (see also 21 CFR 
330.10(a) (2)).

The panel will be reviewing, voting 
upon, and modifying the content of sum­
mary minutes and categorization of in­
gredients and claims.

The. panel will be reviewing, voting 
upon, and modifying its draft report in 
preparation for submission to the 
Commissioner.

Committee name Date, time, and place Type of meeting and contact person
2. Miscellaneous External Drug Products Panel. Apr. 3 and 4; Holiday Inn, Bethesda, Md. on Apr. 3; Conference room A, Park- lawn Bldg;, 5600 fishers Lane, Rockville, Md. on Apr. 4.

Open committee discussion, Apr. 3, 9 ami. to 4:30 p.m.: open public hearing, Apr. 4, 9 a.m. to 10 a.m.: open committee discussion, Apr. 4, 10 a.m. to 430 p.m.: Armond M. Welch (HFD-510), 5600 Fishers Lane, Rockville, Md. 20857, 301-443-4960.

General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of nonprescription drug products.

Agenda—Open public hearing. Any 
interested person may present data, in­
formation, or views, orally or in writing, 
on issues pending before the committee.

Open committee discussion. The panel 
will review data submitted pursuant to 
the over-the-counter (OTC) reviews’ call

for data for this panel (see also 21 CFR 
330.10(a) (2)).

The panel will, be reviewing, voting 
upon, and modifying the content of sum­
mary minutes and categorization of in­
gredients and claims.

The panel will be reviewing, voting 
upon, and modifying its draft report in 
preparation for submission to the Com­
missioner.
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Committee n*™« Date, time, and place Type of meeting and contact person

3. Cardiovascular Device Apr. 4, 9 a.m., room 1137, 
Classification Panel. HEW-N., 330 Independ-

. ence Ave. SW., Washing-
, ton, D.C.

Open public hearing, 9 a.m. to 10 a.m.; open-committee 
discussion, 10 a.m. to 4 p.m.; Glenn A. Rahmoeller 
(HFK-450), 8757 Georgia Ave., Silver Spring, Md. 
20910, 301-427-7226.

General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of devices currently in use and makes 
recommendations for their regulation.

Agenda—Open public hearing. Inter­
ested persons are encouraged to present 
information pertinent to the tentative 
classification findings. Persons desiring 
to make formal presentations should 
notify the executive secretary by March 
28, 1977, and submit a brief statement 
about the evidence or arguments they 
wish to present, the names and ad­
dresses of proposed participants, refer­
ences to any data to be relied on, and 
the approximate time required to make 
their comments.

Open committee discussion. The panel 
will make classification recommenda­
tions for the following devices: Apex 
cardiographs: ballistocardiographs ;
blood pressure cuffs ; blood pressure 
microphones: dye injectors (used with a 
densiometer) ; ear oximeters: echoeardi- 
ographs; flow probes: heart sound signal 
conditioners and amplifiers; magneto- 
cardiographs; oximeters; phlebographs 
(impedance) ; phonocradiographs; steth­
oscopes; syringe actuaters; A-V oxygen 
difference computers; blood volume com­
puters; oxygen consumption analyzers; 
spectrophonocardiographs; stroke vol­
ume computers; acoustic catheters;

blood sampling catheters; cannulas; 
catheter fittings; catheter tip occluders; 
PH catheter probes; stylets; trocars; vas­
cular puncture needles; ECG telephone 
systems; RF telemetry systems; ECG 
lead switching adapters; on-line blood 
gas monitors; oscillometers; alphanu­
meric displays; analog displays (e.g., 
panel meters) computer display con­
soles; direct writing recorders; light 
beam recorders; magnetic tape record­
ers; event recorders; trend recorders; 
connectors; intravenous catheters; left 
ventricular v^ent catheters; saw blades; 
medical support stockings; thoracic 
drains; biopsy needles; dilators; exter­
nal vein strippers; extravascular biopsy 
devices; femoral tunnelers; forceps; 
infundibular punches; intraluminal 
vein strippers; retractors; valvulotomes; 
automatic rotating tourniquets; plethys- 
mographs (photoelectric, pneumatic,, 
and hydraulic) ; pulsatile assist device;. 
pacemaker leads; pacemaker service 
kits; electrosurgical electrodes.

The panel will make its final classifi­
cation recommendations, including 
specific justifications when necessary, 
for the following implants, life-support­
ing, and life-sustaining devices: pace­
maker electrodes, pacemaker batteries, 
vascular graft prostheses, long-term 
vascular catheters, and defibrillators.

Committee name Date, time, and place Type of meeting and contact person

4. Anti-Infective Agents Ad­
visory Committee.

Apr. 4 and 5,. Conference 
room G, Parklawn Bldg., 
5600 Fishers Lane, Rock­
ville, Md.

Open public hearing, Apr. 4, 9 a.m. to 10 a.m.; open 
eommittee discussion, Apr. 4, 10 a.m. to 4:30 p.m., 
Apr. 5, 9 a.m. to 12:30 p.m.; Mary K. Bruch (HFD- 
140), 5600 Fishers Lane, Rockville, Md. 20857, 301- 
443-4310.

General function of the committee. sion of the definition and distinction in
Reviews and evaluates available data 
concerning the safety and effectiveness 
of marketed and investigational pre­
scription drugs for use in infectious 
diseases.

Agenda—Open public hearing. Any 
interested person may present data, in­
formation, or views, orally or in writing, 
on issues pending before the committee.

the meaning of bacteremia and speti-. 
cemia as related to label claims; risk 
associated with parenteral use of 
neomycin sulfate; safety and effec­
tiveness of intrathecal injection of. 
gentamicin; need for a label warning 
against intra-articular injection of ir­
rigation with penicillin solutions; pro­
posed guidelines for in vitro (virological) 
testing of antiviral drugs; and update

Open committee discussion. Discus- of FDA actions.

Committee name Date, time, and place Type of meeting and contact person

5. Oral Cavity P an e l...- - .- Apr. 12 and 13, Conference 
room K, Parklawn Bldg., 
5600 Fishers Lane, Rock- 
vine, Md.

Open public hearing, Apr. 12, 9 a.m. to 10 a.m.; open 
eommittee discussion, Apr. 12, 10 a.m. to 4:30-p.m., 
Apr. 13,9 a.m. to 4:30 pun.; John T: McElroy (HFD- 
516), 5600 Fishers Lane, Rockville, Md. 20857, 301- 
443-4960.

General function of the committee. for data for this panel (see also 21 CFR
Reviews and evaluates available data 
concerning the safety and effectiveness 
of nonprescription drug products.

Agenda—Open public hearing. Any in­
terested person, may present data, infor­
mation, or views, orally or in writing, on 
issues pending before the committee.

Open committee discussion. The panel 
will review data submitted pursuant to 
the over-the-counter (OTC) review’s call

330.10(a) (2)).
The panel will be reviewing, voting 

upon, and modifying the content of sum­
mary minutes and categorization of in­
gredients and claims.

T^ie panel will be reviewing, voting 
upon, and modifying its draft report in 
preparation for submission to the Com­
missioner.
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Committee name Date, time, and place Type of meeting and contact person
6. Nations] Advisory Food and Drag Committee. Apr. 14 and 15,9 a.m., Con­ference room G, Parklawn Bldg., 5600 Fishers Lane, i Rockville, Md.

Open public hearing, Apr. 14, 9 a.m. to 10 a.m. open committee discussion, Apr. 14, 10 a.m. to 4 p.m. Apr. 15, 9 a.m. to 1 p.m.; William V. Whitebom, M.D. (HFG-1), 5600 Fishers Lane, Rockville, Md. 20657, 801-443-1547.

General function .of the committee. 
Reviews and evaluates agency programs 
and advises on policy matters of na­
tional significance as they relate to the 
statutory mission of the Pood and Drug 
Administration in the areas of foods, 
drugs, cosmetics, medical devices, bio­
logical products, and electronic products. 
Reviews and makes recommendations on 
applications for grants-in-aid for re­

search projects relevant to the mission 
of the Pood and Drug Administration as 
required by law.

Agenda—Open public hearing. Any in­
terested person may present data, infor­
mation, or views, orally or in writing, on 
issues pending before the committee.

Open committee discussion. Agenda 
items to be announced.

Committee name Date, time, and place Type of meeting and contact person

A Pr- HtodlS, 9 a.m^Ken- Open public hearing, Apr. 14, 9 a.m. to 10 a.m.- oDen fieation Panel. ilworth Room. Hvatt- camnlttM dismcsinn in, 1 a m  « „ipi. uuu io , » ».m., js.en- ilworth Room, Hyatt- Regency Hotel, New Or­leans, La.
* — **7~--------V , —JrV *  u  0.111., ujjwicommittee discussion, Apr. 14, 10 a.m. to 5 p.m., open public hearing, Apr. 15, 9 a.m. to 10 a.m.; open committee discussion, Apr. 15, 10 a.m. to 2 p.m.; James G. Dillon, Ph.D. (HFK-470), 8757 Georgia Ave., Silver Spring, Md. 20910, 301-427-7238.

General function of the“ committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of devices currently in use and makes rec­
ommendations for their regulation.

Agenda—Open public hearing. Inter­
ested persons are encouraged to present 
to the executive secretary, information 
pertinent to classification of orthopedic 
devices. Submission of data relative to 
tentative classification findings is also 
invited. Persons desiring to make formal 
presentations should notify the executive 
secretary by April 1, 1977, and submit a 
brief statement about the evidence of 
arguments they wish to present, the 
the names and addresses of proposed 
participants, references to any data to 
be relied on, and the approximate time 
required to make their comments.

Open committee discussion. On April 
14: In accordance with the Medical De­
vice Amendments of 1976, the Orthopedic 
Device Classification Panel will review 
the available information and classify the 
following devices: elbow prosthesis; 
spinal fixation devices, ligament implant; 
carpal prosthesis (partial wrist pros­
thesis); cement mixer; cement hood; 
hemiarthroplasties; diaphyseal substitu­
tion (custom); shoulder prosthesis;

Committee name Date, time, and place

upper humerus replacement prosthesis; 
total hip prosthesis; interpositional de­
vice (acetabular components) ; implants 
for total bone replacement; bone nails; 
cerclages, staples; threaded pins; wire; 
condylar plates; humeral head and neck 
nail plates; proximal femoral fixation 
devices; pneumatic hand instrument; 
air pressure tourniquet (includes cuffs, 
regulators, hoses, etc.) ; A-C powered 
instrument system; pneumatic instru­
ment system; UV-cured cast material; 
surgical table with orthopedic acces­
sories; internal extremity stimulator; 
prosthesis storage case; traction carts; 
measuring devices and accessories: (cali­
pers; depth gauges; goniometers; pro­
tractors; dynamometers; scales and 
measuring tapes; calibrated guide pins; 
femoral head gauges; angle guides; tem­
plates) ; nonpowered penetrating trac­
tion devices and accessories.

On April 15: In accordance with the 
Medical Device Amendments or 1976, the 
Orthopedic Device Classification Panel 
will review the available information and 
classify ceramic orthopedic appliances.

Anyone interested in presenting 
scientific data hr information pertinent 
to the panel’s classification activities 
should contact the executive secretary.

Type of meeting and contact person
8. Radiopharmaceutical Ad­visory Committee. Apr. 14 and 15, 9 a.m., Con­ference Room F,: Park- lawn Bldg., 5600 Fishers Lane, Rockville, Md.

Open committee discussion, Apr. 14, 9 a.m to 12 m  • open Public hearing, Apr. 14, 1 p.m. to 2 p.m.; open committee discussion, Apr. 14, 2 p.m. to 4 p m -  
1 C-H- Maxwell, M.D. (HPD- lashers Lahe, Rockville, Md. 20857, 301-

440 -0197 .

General function of the committee. Re­
views and evaluates available data con­
cerning the safety and effectiveness of 
marketed and investigational prescrip­
tion drugs for use in the practice of nu­
clear medicine.

Agenda—Open public hearing. Any in­
terested person may present data, infor­
mation, or views, orally or in writing, on 
issues pending before the committee.

Open committee discussion. Report on 
actions on committee recommendations; 
discussion of the major responsibilities of 
the Bureau of Radiological Health; re­

port of the Bureau of Radiological 
Health Task Force on Short Lived Radio­
nuclides; report of the Pediatric Nuclear 
Medicine Subcommittee; discussion of 
drug advertising; status report of the 
Medical Oriented Data System (MODS) 
program; status of investigational hew 
drugs (IND’s), new drug applications 
(NDA’s) and thé Radioactive Drug Re­
search Committee; reporting require­
ments for the Radioactive Drug Research 
Committee; discussion of specific IND 
and NDA problems.
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Committee name Date, time, and place Type of meeting and contact person

9. Neurological Device Clas- Apr. 15, 9 a.m., Room 1813, 
sification Panel. FB-8, 200 C St. SW., 

Washington, D.C.

Open public hearing, 9 a.m. to 10 a.m.; open committee 
discussion, 10 a.m. to 4 p.m.; James R. Veale (HFK- 
450), 8757 Georgia Ave., Silver Spring, Md. 20910, 
301-427-7226.

General function of the committee. Re­
views and evaluates Available data con­
cerning the safety and effectiveness of 
devices currently in use and makes 
recommenations for their regulation.

Agenda—Open public hearing. Inter­
ested persons are encouraged to present 
information pertinent to the tentative 
classification of any of the devices classi­
fied by the panel to the executive secre­
tary, and particularly those devices to 
be considered at this meeting. Submis­
sion of data relative to tentative classi­
fication findings is also invited. Persons

desiring to make formal presentations 
should notify the executive secretary by 
April 6, 1977, and submit a brief state­
ment about the evidence or arguments 
they wish to present, the names and ad­
dresses of proposed participants, refer­
ences to any data to be relied on, and the 
approximate time required to make their 
comments.

Open committee discussion. Review 
and classify CAT brain scanners and ul­
trasonic cutting tools; review all prior 
classifications; update 18-question logic 
scheme.

Committee name Date, time, and place Type of meeting and contact person

_ 10. Antimicrobial Panel____Apr. 15 and 16, Conference
room K, Parklawn Bldg., 
5600 Fishers Lane, Rock­
ville, Md.

i Open public hearing, Apr. 15, 9 a.m. to 10 a.m.; open 
committee discussion, Apr. 15, 10 a.m. to 4:30. p.m., 
Apr. 16, 9 a.m. to 4:30 p.m.; Armond M. Welch 
(HFD-510), 5600 Fishers Lane, Rockville, Md. 20857, 
301-443-4960.

General function of the committee. Re­
views and evaluates available data con­
cerning the safety and effectiveness of 
nonprescription drug products.

Agenda—Open public hearing. Any 
interested person may present data, in­
formation, or views, orally or in writing, 
on issues pending before the committee.

Open committee discussion. The panel

will review data submitted pursuant to 
the over-the-counter (OTC) review’s call 
for data for this panel (see also 21 CFR 
330.10(a) (2) >.

The panel will be reviewing, voting 
upon, and modifying the content of sum­
mary minutes and categorization of in­
gredients and claims.

Committee name Date, time, and place Type of meeting and contact person

11. General Hospital and Apr. 18 and 19, room 1409, 
Personal Use Device FB-8, 200 C St. SW., 
Classification Panel. Washington, D.C.

General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of devices currently in use and makes 
recommendations fen* their regulation.

Agenda—Open public hearing. Inter­
ested persons are encouraged to present 
information pertinent to the classifica­
tion of general hospital and personal use 
devices to the executive secretary. Sub­
mission of data relative to tentative clas­
sification findings is also invited. Persons 
desiring to make formal presentations 
should notify the executive secretary by 
April 11, 1977, and submit a brief state­
ment about the evidence or arguments 
they wish to present, the names and ad­
dresses of proposed participants, refer­
ences to any data to be relied on, and 
the approximate time required to make 
their comments.

Open committee discussion. The pur­
pose of this meeting is to classify the 
following devices: blood-drawing chair; 
blood lancet; plastic bowl specimen col­
lector; examination cape; modesty 
drape; patient examination glove; exam­

Open public hearing, Apr. 18, 8:30 a.m. to 9:3Q a.m j 
open committee discussion, Apr. 18,.9:30 a.m. to 4:30 
p.m., Apr. 19, 8:30 a.m. to 4:30 p.m.; William C.' 
Dierksheide, Ph. D. (HFK-440),.8757 Georgia Ave., 
Silver Spring, Md. 20910, 301-427-7234.

ination gown; tongue depressor; cuff in- 
flator; battery-powered stethoscope; 
mechanical stethoscope; room air puri­
fier; ultrasonic cleaner; bedpan sanitiz­
er; biological sterilization indicator; 
physical sterilization indicator; solution 
warmer stand; kick bucket; foot stool; 
elastic bandage; abdominal binder; peri­
neal binder; elastic stocking; scrotal 
support; spine board; adhesive strip skin 
closure; liquid adhesive (collodian) skin 
closure; staple skin closure; chemical 
cold pack; chemical hot pack; sponge 
scale; surgical scissors; sterile bum 
sheet; lower extremity traction hinged 
half-ring splint; inflatable splint, rigid 
splint; hand carried stretcher; wheeled 
stretcher; suction tip; general tubing for 
fluid delivery systems; hot water bottle; 
intravascular pneumatic feed adminis­
tration set; infusion apparatus ceiling 
mount; infusion gravity chamber; intra­
vascular filter; intravascular fluid in­
fusion set; infusion apparatus pole; 
pump holder; heat lamp; ultraviolet air 
purifier.
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Committee name Date, tim e, and place Type of meeting and contact person

12. Hematology Device Apr. 18 and 19,9 a.m., room Classification Panel. 1813, FB-8,200 C St. SW., Washington, D.C.
Open public hearing, Apr. 18, .9 a.m. to 10-a.m.; open committee discussion, Apr. 18, 10 a.m. to 5jp.m., Apr. 19,9 a.m. to 5 p.m.; Kaiser Aziz, Ph. D., (HFK- 440), 8757 Georgia Ave., Silver Spring, Md. 20910, 301-427-7230.

General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of devices currently in use and makes 
recommendations for their regulation.

Agenda—Open public hearing. Inter­
ested persons are encouraged to present 
to the executive secretary» information 
pertinent to the classification of 
hematalogy devices. Submission of data 
relative to classification findings is also 
invited. Persons desiring to make formal 
presentations should notify the executive 
secretary by April 8, 1977, and submit a 
brief statement about the information 
they wish to present, the names and ad­
dresses of proposed participants, refer­
ences to any data to be relied on, and the 
approximate time required to make their 
comments.

Open committee discussion. On April 
18 : The Hematology Device Classification 
Panel will classify the following products

Committee name Date, time, and place

13. Immunology Device Apr. 18 and 19, 9 a.m., 
Classification Panel. room 1137, HEW-N.r330 

Independence Ave. SW., 
Washington, D.C.

General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of devices currently in use and makes 
recommendations for their regulation.

Agenda—Open public hearing. In te r  ­
ested persons are encouraged to present 
to the executive secretary, information 
pertinent to classification of immunology 
devices. Submission of data relative to 
tentative classification findings is also 
invited. Persons desiring to make formal 
presentations should notify the execu­
tive secretary by April 10, 1977, and sub­
mit a brief statement about the evidence 
or arguments they wish to present, the 
names and addresses of proposed par­
ticipants, references to any data to be

used in clinical hematology laboratories: 
blood cell stains; hemoglobin; abnormal 
hemoglobins; particle counters used for 
evaluation of blood cells (cell counting); 
peripheral blood cell analyzers for WBC, 
platelets, and RBC characteristics; red 
cell indices; hematocrit; erythrocyte 
sedimentation rate; bleeding-time de­
vices; red blood cell and white blood cell 
enzyme reagents and systems.

On April 19: The Hematology Device 
Classification Panel will classify the fol­
lowing: prothrombin time; < partial
thromboplastin time; fibrinogen; sys­
tems and reagents for coagulation; 
activated whole blood clot time; throm­
bin time; fibrin/fibrinogen degradation 
products; platelet count and platelet ag­
gregation systems and reagents; throm­
boplastin generation test; factor defici­
ency tests; euglobulin lysis test; stypven 
time; reptilase time; para-coagulation 
test.

Type of meeting and contact person

Open public hearing, Apr. 18, 9 a.m. to 10 a.m.; open 
committee discussion, Apr. 18, 10 a.m. to 5 p.m., 
Apr. 19, 9 a.m. to 5 p.m.; S. K. Vadlamudi, Ph. D., 
D.V.M. (HFK-440), 8757 Georgia Ave., Silver 
Spring, Md. 20910, 301-427-7234.

relied on, and the approximate time re­
quired to make their comments.

Open committee discussion. The panel 
will classify the following antiserum to:

CIq-factor B; ceruloplasmin; fibrino­
gen; ferritin; total immunoglobulins; 
complement protein;. IGgl; IKGa; I*G3; 
IgG»; albumin; Alpha-1-acid glycopro­
tein; alpha-1-antichymotrypsin; alpha- 
1 -lipoprotein; alpha-2 -macroglobulin;
low density lipoprotein (qualitative); C- 
reactive protein (qualitative); factor 
X in-A  and S; free secretory compo­
nent; hemoglobin; lipoprotein X; myo­
globin; whole human serum; whole 
human plasma; hemolytic systems; 
rheumatoid factor.

Committee name Date, time, and place Type of meeting and contact person

14. Dentifrice and Dental Apr. 21 and 22, conferenci 
Care Panel. • room B, Parklawrt Bldg,

5600 Fishers Lane,' Rock­
ville, Md.

General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of nonprescription drug products.

Agenda—Open public hearing. Any 
interested person may present data, in­
formation, or views, orally or in writing, 
on issues pending before the committee.

Open committee discussion. The panel 
will review data submitted pursuant to 
the over-the-counter (OTC) review’s

Open public hearing, Apr. 21, 9 a.m. to 10 a.m.; open committee discussion, Apr. 21, 10 a.m. to 4:30 p.m., Apr. 22, 9 a.m. to 4:30 p.m.; Michael D. Kennedy (HFD-510), 5600 Fishers Lane, Rockville, Md. 20857, 301-443-4960.

call for data for this panel (see also 21 
CFR 330.10(a) (2)).

The panel will be reviewing, voting 
upon, and modifying the content of 
summary minutes and categorization 
of ingredients and claims.

The panel will be reviewing, voting 
upon, and modifying its draft report in 
preparation for submission to the Com­
missioner of Pood and Drugs.
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Committee name Date, time, mid place Type of meeting and contact person

15. Obstetrics and Gyne­cology Advisory Com­mittee.
Apr. 22, 9 am., conference rooms G  and H, Park- lawn Bldg., 5600 Fishers Lane, Rockville, Md.

Open public hearing, 9 a.m. to 10 am.; open committee riigr.nftginn, 10 a.m. to 6 pm.; A. T. Grégoire, Ph. D: (HFD-130), 5600 Fishers Lane, RockviUe, Md. 20857, 
301-443-3510.

General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of marketed and investigational pre­
scription drugs for use in the practice of 
obstetrics and gynecology.

Agenda—Open public hearing. Any in­
terested person may present data, infor­
mation, or views, orally or in writing, on 
issues pending before the committee.

Open committee discussion. Discussion 
of Sandoz’s new drug application (NDA) 
17-962 (Bromocriptine); discussion of 
estriol and breast cancer; report to the 
committee on the clinical guidelines for 
evaluating drugs for osteoporosis (work­
shop) ; report to the committee on clini­
cal guidelines for testing of systemic con­
traceptives (subcommittee); and discus­
sion of FDA action report.

' Committee name Date, time, and place Type of meeting and contact person

16. Contraceptive and other Apr. 22 and 23, conference Vaginal Drug Products room A, Parklawn Bid«., panel, 5600 Fishers Lane, Rock­ville, Md.

Open public hearing, Apr. 22,9 a.m. to 10 a.m.; open committee discussion, Apr. 22,10 am. to 4:30 pun., Apr. 23,9 am. to 4:30 p.m.; Armond M. Welch (HFD- 510), 5600 Fishers Lane, Rockville, Md. 20857, 301- 
443-4960.

General function of the committee. Re­
views and evaluates available data con­
cerning the safety and effectiveness of 
nonprescription drug products.

Agenda—Open public hearing. Any in­
terested person may present data, infor­
mation, or views, orally or in writing, on 
issues pending before the committee.

Open committee discussion. The panel 
will review data submitted pursuant to 
the over-the-counter (OTC) review’s

call for data for this panel (see also 21 
CFR 330.10(a) (2)).

The panel will be reviewing, voting 
upon, and modifying the content of sum­
mary minutes and categorization of in­
gredients and claims.

The panel will be reviewing, voting 
upon, and modifying its draft report in 
preparation for submission to the Com­
missioner.

Committee name Date, time, and place Type of meeting and contact person

17. Clinical Chemistry W  Apr. 25 and 26, room 1409, vice Classification' FB-8, 200 C St. SW., Panel. Washington, D.C.
, Open public hearing, Apr. 25, 9 a.m. to 10 a.m.; open committee discussion, Apr. 25, 10 am. to 5 p.m:, Apr. 28,9 am. to 5 p.m.; Kaiser Aziz, Ph. D., (HFK- 440), 8757 Georgia Ave., Silver Spring, Md. 20910, 

301-427-7230.

General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effectiveness 
of devices currently in use and makes 
recommendations for their regulation.

Agenda—Open public hearing. Inter­
ested persons are encouraged to present 
information pertinent to the classifica­
tion of clinical chemistry devices to the 
executive secretary. Submission of data 
relative to tentative classification find­
ings is also invited.

Open committee discussion. On April 
25: The panel will classify the following 
in vitro diagnostic products: adrenocor- 
ticotropin, aldosterone, androstenedione, 
androsterone, cortisol, corticosterone, 
etsradiol, estriol, estrone, angiotensin/

renin, gastrin, insulin, glucagon, growth 
hormone, 5-hydroxyindole acetic acid, 
luteninizing hormone, follicle-stimulat­
ing hormone, thyroid stimulating hor­
mone, testosterone, parathyroid hor­
mone, pregnanediol, progesterone, pros­
taglandins.

On April 26: The panel will classify 
the following in vitro diagnostic prod­
ucts: aldolase, blood gases, calcium (by 
flame photometry), amino acids, ascorbic 
acid, glucuronidase, dehyrogenase (iso- 
citric), cyclic AMP, cyclic GMP, hydro- 
xybutyric dehydrogenase, leucine amino- 
peptidase, mucopolysaccharides, porphy­
rins, pyruvic acid, instruments for gen­
eral purpose.

Committee name Date, time, and place Type of meeting and contact person

18. Hemorrhoidal Panel— Apr. 29 and 30, conference room A, Parklawn Bldg., 5600 Fishers Lane, Rock­
ville, Md.

Open public hearing, Apr. 29, 9 a.m. to 10 a.m.; open committee discussion, Apr. 29,10 a.m. to 4:30 pm., Apr. 30, 9 a.m. to 4:30 p.m.; Thomas D. DeGillis (HFD-510), 5600 Fishers Lane, Rockville, Md; 
20857,301-443-4960.
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General function of the committee. 

R ev iew s a n d  e v a lu a te s  a v a ila b le  d a ta  
co n ce rn in g  th e  s a fe ty  a n d  e ffectiven ess  
of n o n p re sc r ip t io n  d ru g  p ro d u cts .

Agenda—•Open public hearing. Any 
interested person may present data, in­
formation, or views, orally or in writing, 
on issues pending before the committee.-

Open committee discussion. The panel 
will review data submitted pursuant to 
the over-the-counter (OTC) review’s call 
for data for this panel (see also 21 CFR 
330.10(a) (2)).

The panel will be reviewing, voting 
upon, and modifying the content of sum­
mary minutes and categorization of in­
gredients andclaims.

The panel will be reviewing, voting 
upon, and modifying its draft report in 
preparation for submission to the Com­
missioner.

FDA public advisory committee meet­
ings may have as many as four separable 
portions: (1) An open public hearing,
(2) an open committee discussion, (3) a 
closed presentation of data, and (4) a 
closed committee deliberation. Every ad­
visory committee meeting shall have an 
open public hearing portion. Whether or 
not it also includes any of the other three 
portions will depend upon the specific 
meeting involved. There are no closed 
portions for the meetings announced in 
this notice. The dates and times reserved 
for the open portions of each committee 
meeting are listed above.

The open public hearing portion of 
each meeting shall be at least 1 hour long 
unless public participation does not last 
that long. I t  is emphasized, however, that 
the 1 hour time limit for an open public 
hearing represents a minimum rather 
than a maximum time for public partici­
pation, and an open public hearing may 
last for whatever longer period the com­
mittee chairman determines will facili­
tate the committee’s work.

Meetings of advisory committees shall 
be conducted, insofar, as is practical, in 
accordance with the agenda published in 
this Federal R egister notice. Changes 
in the agenda will be announced a t the 
beginning of the open portion of a 
meeting.

Any interested person who wishes to 
be assured of the right to make an oral 
presentation at the open public hearing 
portion of a meeting shall inform the 
contact person listed above, either orally 
or in writing, prior to the meeting. Any 
person attending the hearing who does 
not in advance of the meeting request an 
opportunity to speak will be allowed to 
make an oral presentation at the hear­
ing’s conclusion, if time permits, at the 
chairman’s discretion.

Persons interested in specific agenda 
items to be discussed in open session may 
ascertain from the contact person the 
approximate time of discussion.

A list of committee members and sum­
mary minutes of meetings may be ob­
tained from the Public Records and 
Documents Center (HFC-18), 5600
Fishers Lane, Rockville, MD 20857, be­
tween the hours of 9 a.m. and 4 p.m., 
Monday through Friday. The FDA regu­
lations i elating to public advisory com­

mittees may be found in 21 CFR Part 2, 
Subpart D, published in tide F ederal 
Register of November 26, 1976 (41 FR 
52148).

The Commissioner approves the sched­
uling of meetings at locations outside of 
the Washington, DC, area on the basis 
of the criteria of § 2.307 (21 CFR 2.307) 
of FDA’s regulations relating to pub­
lic advisory committees.

Dated: March 9, 1977.
W illiam F. R andolph,

Acting Associate Commissioner 
for Compliance.

[PR Doc.77-7522 Piled 3-14-77;8:45 am]

National Institutes of Health
REPORT ON CARCINOGENESIS BIOASSAY 

OF 1,1,1-TRICHLOROETHANE
Availability

1,1,1-Trichloroethane has been tested 
for cancer-causing activity with rats and 
mice in the Carcinogenesis Program, Di­
vision of Cancer Cause and Prevention, 
National Cancer Institute. A report is 
available to the public.

Summary: The carcinogenesis bioas­
say of technical grade 1,1,1-trichloro- 
ethane was conducted using Osbome- 
Mendel rats and B6C3F1 mice. 1,1,1- 
Trichloroethane was administered oral­
ly by gavage in corn oil to 50 animals 
of each sex and species a t two dose levels 
5 days per week for 78 weeks.

Rats: The experiment was originally 
started using doses of 3,000 and 1,500 
mg/kg of body weight. After a few 
weeks the study was terminated, and the 
animals discarded because of marked 
signs of intoxication. The experiment 
was restarted with rats 7 weeks of age 
that were put on doses of 1,500 and 750 
mg/kg. There was a moderate depres­
sion of body weight in the first year of 
study. During the second year a yellow 
discoloration of the fur of the lower 
abdomen and increased eye and nasal 
discharge and dyspnea were noted. Both 
males and females given the test chem­
ical exhibited early mortality when com­
pared with the untreated controls, and 
the statistical test for dose-related trend 
was significant (PC0.04). All surviving 
animals were killed at 117 weeks of age.

Mice: Male and female weanlings were 
started on test at 5 weeks of age and 
killed at 96 weeks of age. Initially, the 
doses for male and female mice were
4,000 and 2,000 mg/g body weight. Dur­
ing the 10th week of the study, doses 
were increased to 5,000 and 2,500 mg/kg, 
since the animals apparently could toler­
ate a higher dose. Doses were again 
increased at week 20 to 6,000 and 3,000 
mg/kg and maintained at these levels 
to the end of the study. Time-weighted 
average doses for the high- and low- 
dose mice were, respectively, 5,615 and 
2,807 mg/kg. There was a moderate de­
pression of body weight throughout the 
study in both sexes of mice, and the sur­
vival was significantly decreased. In the 
female mice, there was a positive dose- 
related trend (P=0.002) in the propor­
tions surviving.

A variety of neoplasms were repre­
sented in both 1,1,1-trichloroethane- 
treated and matched-control rats and 
mice. However, each type of neoplasm 
has been encountered previously as a 
lesion in untreated rats or mice. The ne­
oplasms observed are not believed attrib­
utable to 1,1,1-trichloroethane exposure, 
since no relationship was established be­
tween the dosage groups, the species, sex, 
type of neoplasm, or the site of occur­
rence. Even if such a relationship were 
inferred, it would be inappropriate to 
make an assessment of carcinogenicity 
of 1,1,1-trichloroethane on the basis of 
this test, because of the abbreviated life 
spans of both the rats and the mice.

Single copies of the 70-page report are 
available from the Office of Cancer Com­
munications, National Cancer Institute, 
Building 31, Room 10A21, National In­
stitutes of Health, Bethesda, Maryland 
20014.

.(Catalogue of Federal Domestic Assistance 
Program Number 13.393, Cancer Cause and 
Prevention Research.)

Dated: February 28,1977.
D onald S. F redrickson, 

Director,
National Institutes of Health.

[FR Doc.77-7247 Filed 3-14-77:8:45 am]

Office of Education 
TITLE I AUDIT APPEAL 

Acceptance of Application for Appeal
Notice Is hereby given that, pursuant 

to the Notice establishing the Title I 
Audit Hearing Board (37 FR 23002, Oc­
tober 27, 1972, as amended by 41 FR 
28568, July 12, 1976), an application for 
an appeal before the Board has been re­
ceived from the State of Michigan and 
it has met the jurisdictional require­
ments of Section 5 of the Notice estab­
lishing the Board.

The appeal involves the allowability 
of specified expenditures of funds for 
programs under Title I of the ESEA dur­
ing the period April 3, 1967, through 
August 31, 1970. The U.S. Office of Edu­
cation seeks recovery of $55,557 based on 
audit exceptions taken to Migrant Edu­
cation expenditures in the Traverse Bay 
School District. The Audit Control Num­
ber is 05-10403, Docket 9-(24)-76.

The Prehearing Conference will be 
held at 10:30 a.m. on April 14, 1977, in 
Room 4173, 400 Maryland Avenue S.W., 
Washington, D.C.

Section 7 (O of the Notice setting up 
the board provides:

(c) Intervention by third parties. (1) 
Interested third parties may, upon appli­
cation to the Board Chairman, intervene 
in proceedings conducted under this no­
tice. Such application must indicate to 
the satisfaction of the Board Chairman 
that the intervener has information rel­
ative to the specific issues raised by the 
final audit determination and that such 
information will be useful to the1 Hear­
ing Panel in resolving those issues.

(2) When third parties are given leave 
to intervene in accordance with sub- 
paragraph *(1) above, such parties shall
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be afforded the same opportunities as 
other parties to present written mater 
rials, to participate in informal confer­
ences, to call witnesses, to cross-examine 
other witnesses, and to be represented by 
counsel.

All such applications for intervention 
will be considered if* received on or be­
fore March 31, 1977.
(20 U.S.C. 241a,. 1232c.)

Dated: March 9, 1977. .
(Catalog of Federal Domestic Assistance 
Number 13.429, Educationally Deprived Chil­
dren—Migrants.)

W illiam P . P ierce, 
Acting United States 

Commissioner of Education.
[FR Doc.77-7570 Filed 3-14-77:8:45 am]

DEPARTMENT OF THE INTERIOR 
Bureau of Land Management 

[Wyoming 58442]
WYOMING
Application

M arch 7, 1977.
Notice is hereby given that pursuant 

to Section 28 of the Mineral Leasing Act 
of 1920, as amended (30 U.S.C. 185), 
Montana-Dakota Utilities Company of 
Bismarck, North Dakota, filed an appli­
cation for a right-of-way to construct a 
4-inch pipeline for the purpose of trans­
porting natural gas across the-following 
described National Resource Lands:

S i x t h  P r i n c i p a l  M e r i d i a n , W y o m i n g

T. 54 N., R. 95 W.,
Sec. 26, Sy2NWV4, NW14SW&;
Sec. 27, Sy2SWi4. Ny2SE%, SW^SE^;
Sec. 28, S%SE%;
Sec. 31, N%SEi4;
Sec. 32, Ey2NEi4, SWJ4NE&; Sy2NWi4,

Nwy4sw y4;
Sec. 33, NW%NE&, N^NWy4.
The pipeline will transport natural gas 

from the True-Spear Federal Well No. 
33-31 in sec. 31, T. 54 N., R. 95 W., to a 
point of connection into Montana- 
Dakota’s existing pipeline in sec. 26, T. 
54 N., R. 95 W., Big Horn County, 
Wyoming.

The purpose of this notice is to in­
form the public that the Bureau will be 
proceeding with consideration of wheth­
er the application should be approved 
and, if so, under what terms and condi­
tions.

Interested persons desiring to express 
their views should do so promptly. Per­
sons submitting comments should include 
their name and address and send them 
to the District Manager, Bureau of Land 
Management, 1700 Robertson Avenue, 
P.O. Box 119, Worland, Wyoming 82401.

H arold G. S tinchcomb,
Chief, Branch of Lands and 

Minerals Operations.
[FR Doc.77-7566 Filed 3-14-77:8:45 am]

Bureau of Reclamation
BUMPING LAKE ENLARGEMENT,
YAKIMA PROJECT, WASHINGTON

Public Hearing on Draft Environmental 
Statement

Pursuant to section 102(2) (C) of the 
National Environmental Policy Act of 
1969, the Department of the Interior has 
prepared a draft environmental state­
ment for the Bumping Lake Enlarge­
ment, Yakima Project, Washington. This 
statement (INT DES 77-5, dated Febru­
ary 10, 1977) was made available to the 
public on February 14,1977.

The draft environmental statement 
describes the nature and extent of the 
environmental impact of the proposed 
project. Principal features of the project 
would be the construction of a new dam, 
just downstream from the existing struc­
ture, to enlarge Bumping Lake’s active 
storage capacity from 33,700 acre-feet to
458,000 acre-feet. The new storage would 
be used primarily for increasing stream- 
flow to enhance habitat for salmon, 
steelhead trout, and resident fish species. 
Other project functions would be supple­
mental irrigation water supply, increased 
flood control capabilities and improved 
recreational opportunities compatible 
with the natural values of the area.

Public hearing sessions will be held in 
Yakima* Washington, in the Yakima 
Center on Monday, April 18, a t 1:00 p.m., 
and 7:30 p.m., and in Seattle, Washing­
ton, in the University of Washington, 
Student Union Building Auditorium, on 
Tuesday, April 19, a t 7:30 p.m. These 
hearing sessions are provided to receive 
views and comments from interested or­
ganizations and individuals relating to 
the environmental impacts of the pro­
posed action. Oral statements a t the 
hearing will be limited to a 10-minute 
period for each individual. Speakers will 
be encouraged not to trade their time to 
obtain a longer oral presentation, how­
ever, the person authorized to conduct 
the hearing may allow any speaker to 
provide additional oral comments after 
all persons desiring to comment have 
been heard. The speaking order at the 
hearing will be determined by the order 
in which the letter requests are received 
by the Bureau of Reclamation. Requests 
for scheduled presentation will be ac­
cepted up until 5:00 p.m., on April 15, 
1977. Requests to make oral statements 
will also be accepted during each session 
of the hearing, and persons making those 
requests will be permitted to speak for 
10 minutes on a flrst-come-first-served 
basis after each person who submitted 
a letter request has been permitted to 
make an initial presentation.

Organizations or individuals desiring 
to present their statements a t the hear­
ing should write to the Regional Direc­
tor, Attention Code 160, Pacific North­
west Region, Bureau of Reclamation, De­
partment of the Interior, Box 043, 550 
West Fort Street, Boise, Idaho 83724, or

telephone 208-384-1208 and announce 
their intention to participate. Written 
comments for those unable to attend 
and from those wishing to supplement 
their oral presentation at the hearing 
should be received by April 25, 1977.

Dated: March 11,1977.
D. D. Anderson, 

Acting Commissioner.
[FR Doc.77-7784 Filed 3-14-77;9:11 am[

National Park Service
NATIONAL REGISTER OF HISTORIC 

PLACES
Notification of Pending Nominations .

Nominations for the following proper­
ties being considered for listing in the 
National Register were received by the 
National Park Service before March 7, 
1977. Pursuant to § 60.13(a) of 36 CFR 
Part 60, published in final form on Jan­
uary 9,1976, written comments concern­
ing the significance of these properties 
under the National Register criteria for 
evaluation may be forwarded to the 
Keeper of the National Register, National 
Park Service, U.S. Department of the 
Interior, Washington, D.C. 20240. Writ­
ten comments or a request for additional 
time to prepare comments should be sub­
mitted by March 25,1977.

Jerry L. R ogers,
Chief, Office of Archeology 

and Historic Preservation.
INDIANA 

Monroe County
Bloomington, Seminary Square Park, College 

Ave. and E. 2nd St.
IOWA

Muscatine County
Muscatine, Ogilvie-Asthalter Building., 221- 

223 Iowa Ave.
Polk County

Des Moines, Salisbury House, 4025 Tona- 
wanda Dr.

MAINE
Cumberland County

Portland, Westbrook College Historic District, 
716 Stevens Ave.

MINNESOTA 
Goodhue County

Red Wing, St. James Hotel, Bush and Main 
Sts.

Hennepin County
Minneapolis, Advance Thresher /Emerson- 

Newton Plow Co. Buildings, 700-704 S. 3rd 
St.

Minneapolis, Bennett—McBride House, 3116 
3rd Ave. S.

Minneapolis, Carpenter, Elbert L., House, 314 
Clifton Ave.

Minneapolis, Carpenter, Eugene J. House, 
300 Clifton Ave.

Finneapolis, Flour Exchange Building, 310 
4th Ave. S.

Minneapolis, Grain Exchange Building, 4th 
Ave. S. and 4th St.
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Minneapolis, Newell, George R., House, 1818 

LaSalle Ave.
Minneapolis, Pittsburgh Plate Glass Com­

pany Building, 616 S. 3rd St.
Itasca County

Grand Rapids, Central School, N. Pokegama 
and 4th St.

Mille Lacs County
Princeton, Great Northern Railroad Depot, 

1st St. and MN 95W.
Rice County

Faribault, Congregational Church of Fari­
bault, 227 N.W. 3rd St.

Winona County
Winona, Winona Savings Bank Building, 204 

5th St.
Winona, Winona Free Public Library, 151 W. 

Main St.
NEW YORK

Albany, Elk-Columbia Streets Historic Dis­
trict, roughly bounded by Washington 
Ave., Hawk, Spruce, and Chapel Sts.

Bronx County
Bronx, Dodge, William E., House, 690 W. 

247th St.
Jefferson County

Mannsville vicinity, Pierrepont, William Con­
stable, House, N of Mannsville on Ellisburg 
St.

Nassau County
Manhasset, Valley Road Historic District, 

Community Dr.
New York County

New York* House at 51 Market Street, 51 
Market St.

PENNSYLVANIA
Berks County

Womelsdorf vicinity, Charming Forge, 3.5 
mi. N of Womelsdorf on SR 06050.

Bucks County
Newtown, Newtown Friends Meetinghouse 

and Cemetery, Court St.
Chester County

Coatesville, Huston, Abram, House and Car­
riage House, 53 S. 1st Ave.

Kimberton vicinity, Strickland-Roberts 
Homestead, 3 mi. S of Kimberton on St. 
Matthews Rd.

Valley Forge vicinity, Walker, Thomas, Barn, 
S of Valley Forge on Yellow Springs Rd.

Cumberland County
New Cumberland, Black, William, Home­

stead, Drexel Hill Park Rd.
Fulton County

MoConnellsburg, Fulton House, 112-116 Lin­
coln Way E.

Lancaster County
Safe Harbor vicinity, Big and Little Indian 

Rock Petroglyphs, S of Safe Harbor in 
Susquehanna River.

Northumberland County
Milton, Pennsylvania Railroad Station, 

Broadway and Filbert Sts.
Snyder County

Beavertown vicinity, Gross’ Bridge, 3 mi. W 
of Beavertown on SR 574.

Tioga County
Wellsboro, Robinson House, 120 Main St. *

RHODE ISLAND
Providence County

Providence, First Universalist Church, 250 
Washington St.

Providence, Swan Point Cemetery, 586 Black- 
stone Blvd.

TENNESSEE
Davidson County

Nashville, Riverwood, 1833 Welcome La. 
Decatur County

Decaturville vicinity, Brownsport Furnace, 
SE of Decaturville at Furnace Hollow.

Hamilton County
Signal Mountain vicinity, Connor Toll House, 

4212 Anderson Pike.
Washington County

Johnson City vicinity, DeVault, Valentine, 
House, 5 mi. N of Johnson City off U.S. HE 
on DeVault La.

VERMONT
Addison County

Shoreham vicinity, District Six Schoolhouse, 
N of Shoreham on Worcester Rd.

Windsor County
North Springfield vicinity, Stellafane Ob­

servatory, S of North Springfield off Breezy 
Hill Rd.
[FR Doc.77-7121 Filed 3-14-77;8:45 ami]

GATEWAY NATIONAL RECREATION AREA 
ADVISORY COMMISSION

Meeting
Notice is hereby given in accordance 

with the Federal Advisory Committee 
Act that a meeting of the Gateway Na­
tional Recreation Area Advisory Com­
mission will be held commencing a t 10 
a.m., Monday, April 4, 1977, a t the Pru­
dential Building, 2 Plaza, 745 Broad 
Street, Room 203, Newark, New Jersey. 
The Commission was established by Pub. 
L. 92-592 to meet and consult with the 
Secretary of the Interior on general 
policies and specific matters relating to 
the development of Gateway National 
Recreation Area.

The members of the Commission are:
Marian Heiskell, Chairman, New York, New 

York
Archibald S. Alexander, Bernardsville, New 

Jersey
John F. Haggerty, Forest Hills, New York 
Orin Lehman, New York, New York 
Gordon N. Litwin, Little Silver, New Jersey 
Terrence D. Moore, Newark, New Jersey 
Sheldon Pollack, New York, New York 
Barbara Reach, New York, New York 
Richard J, Sullivan, Hoboken, New Jersey 
Nathaniel Washington, Newark, New Jersey 
Joseph B. Williams, Brooklyn, New York

The matters to be discussed at this 
meeting include:
1. Old Business
2. Planning status report 
8. Operations status report
4. Sub-Committee report presentations

The meeting will be open to the public. 
However, facilities and space to accom­
modate members of the public are lim­
ited, and persons will be accommodated

on a first-come, first-served basis. Any 
members of the public may file with the 
Commission a  written statement con­
cerning the matters to be discussed.

Persons wishing further Information 
concerning this meeting, or who wish to 
submit written statements, may contact 
Superintendent, Gateway National Rec­
reation Area, Headquarters Building 69, 
Floyd Bennett Field, Brooklyn, New 
York, 11234, Area Code 212-252-9150.

Minutes of the meeting will be avail­
able for inspection four (4) weeks after 
the meeting a t the Gateway National 
Recreation Area Headquarters Building.

Dated : March 7,1977.
H erbert Olsen,

Acting Superintendent.
[ FR Doc.77-7576 Filed 3-14-77; 8:45 am)

Office of the Secretary
[INT FES 77-7!]

PROPOSED EMERY POWER PLANT 
IN EMERY COUNTY, IOWA

Availability of Final Environmental 
Statement

Pursuant to section 102(2) (C) of the 
National Environmental Policy Act of 
1969, the Department of the Interior has 
prepared a final environmental state­
ment for a proposed power plant in 
Emery County, Utah. The Emery pro­
posal involves construction of a 860 MW 
power complex, transportation systems, 
transmission lines, coal mine, and em­
ployment of approximately 800 people.

The environmental statement con­
siders the impact of this proposal should 
it proceed to completion.

Public reading copies are available for 
inspection at the following locations:
Office of Public Affairs, Bureau of Land Man­

agement, Interior Building, 18tb and C 
Street, NvW., Washington, D.C. 20240, Tele­
phone: 202-343-5717.

Richfield District Office, 850 North Main 
Street, Richfield, Utah 84701, Telephone: 
801-896-5401.

College of Eastern Utah—-Library, 451 East 
400 North, Price, Utah 84501, Telephone: 
801-637-9943.

Utah State Office, Bureau of Land Manage­
ment, University Club Building, 136 East 
South Temple, Salt Lake City, Utah 84111, 
Telephone: 801-896-5401.

Price Area Office, 900 North 700 East, Price,
. Utah 84501, Telephone: 801-637-4584. 
Emery County Library, Castle Dale, Utah, 

84513, Telephone: 801-748-2664.
Harold B. Lee Library, Brigham Young Uni­

versity, Provo, Utah 84602, Telephone: 801- 
374—1211 Ext. 2926.
A limited number of copies are avail­

able upon request to the District Man­
ager, Richfield District Office, Bureau of 
Land Management, 850 North Main 
Street, Richfield, Utah 84701.

Dated: March-10,1977.
S tanley D . D oremus,

Deputy Assistant Secretary 
of the Interior.

[FR Doc.77-7545 Filed 8-14-77;8:45 am]
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OUTER CONTINENTAL SHELF OFFICE, 
NEW ORLEANS

Approval of Outer Continental Shelf Official 
Protraction Diagrams

1. Notice is hereby given that, effective 
with this publication, the following OCS 
Official Protraction Diagrams, last ap­
proved or revised on the dates indicated, 
are available, for information only, in 
the New Orleans Outer Continental 
Shelf Office, Bureau of Land Manage­
ment, New Orleans, Louisiana. In ac­
cordance with Title 43, Code of Federal 
Regulations, these protraction diagrams 
are the basic record for the description 
of mineral and oil and gas lease offers in 
the geographic areas they represent.

2. For the benefit of interested parties 
and in the public interest, and for their 
convenience, this publication constitutes 
a composite list of all official protraction 
diagrams now covering the Atlantic OCS 
off the coasts of North Carolina, South 
Carolina, Georgia and Florida. Prior 
purchasers of any of these diagrams 
should determine if they are current by 
comparing their respective approval or 
revision dates with the approval or dates 
listed herein.
O u te r  C o n tin e n ta l S h e lf  officia l p ro tra c tio n  

d ia g ra m s

LatestDescription approval orrevision date 1

N G  17-2.,.. Fort Pierce._______  Feb. 3,1977N O  17-5,_:. West Palm Beach________Feb. 3,1977N H  17-2__ Brunswick______________ Apr. 29,1975N H  17-3... — L............... r._ June 11,1975N H  17-5__ Jacksonville_____________ Apr. 29,1975N H  17-6____________ ___________ June 11,1975N H  17-8__ Daytona Beach__________ Apr. 29,1975N H  17-9_______________    July 21,1975N H  17-11... Orlando_______________June 11,1975N H  17-12___ — .________ _____ ___July 21,1975N H  18-1....— .________ — ... ... i  July 21,1975NT 17-9.— . Georgetown____________ June 11,1975NI 17-11__ Savannah_______________ June 11,1975NI 17-12__! James Island___________ June 11,1975NI 18-2___ Manteo........   Oct. 31,1974NI 18-3_______ — ... -.....-_____ Oct. 31,1974NI 18-4___ Beaufort____________ Aug. 1,1975NI 18-5— ________   Aug. 1,1975NI 18-7___ Cape Fear_______  June 3,1976NI 18-8 —  ________ -... — — ___ - Aug. 1,1975NI 18-10...._______   — — — June 11,1975NJ 18-11 — Virginia Beach___ ,___ ., Dec. 6,1976NJ 18-12 — ___ _______ -_____—  Oct. 31,1974

» Changes in CFR notations are not considered as 
revisions.

3. 'Copies of these protraction dia­
grams may be purchased for $2,00 each 
from the Manager, New Orleans Outer 
Continental Shelf Office, Bureau of Land 
Management, Suite 841, Hale Boggs Fed­
eral Building, 500 Camp Street, New Or­
leans, Louisiana 70130. Checks or money 
orders should be made payable to the 
Bureau of Land Management.

J o h n  L .  R a n k in , 
Manager, New Orleans, 

Outer Continental Shelf Office.
[F R  Doc.77-7544 F ile d  3-14-77;8:4B am ]

Office of the Assistant Secretary Land and 
Water Resources

OIL SHALE ENVIRONMENTAL ADVISORY 
PANEL
Meeting

Notice is hereby given in accordance 
with Pub. L. 92-463 that a meeting of the 
Oil Shale Environmental Advisory Panel 
will be held on April 6, 1977, at 
the Denver Airport Hilton Inn at 1-70 
and Peoria Street in Denver, Colorado. 
The meeting will begin at 9 a.m. on 
Wednesday, April 6, in Conference 
Rooms A, B, and C and conclude at 5 p.m. 
that afternoon.

The Panel was established to assist the 
Department of the Interior in the per­
formance of its functions in connection 
with the supervision of oil shale leases 
issued under the Prototype Oil Shale 
Leasing Program. The purpose of this 
meeting is to review the Modifications to 
Detailed Development Plan for Lease 
Tract C-b document, review the ninth 
quarterly summary data reports for 
lease tracts C-a and for the U-a and U-b 
tracts (combined), to receive reports 
from Interior officials and to consider 
any other matters which have come be­
fore the Panel.

The meeting is open to the public. It is 
expected that space will permit at least 
100 persons to attend the meeting in

Opponents and proponents will each 
be allotted separate blocks of equal time 
in which to present their comments, and, 
if necessary, additional time to present 
rebuttals. Proponents of the projects 
should register with either the appropri­
ate Governor or Member of Congress. 
Opponents and others wishing to make 
oral comments should notify the Water 
Projects Review Office, U.S. Department 
of the Interior, Room 6628, 19th and C 
Streets, NW., Washington, D.C. 20240, 
no later than March 17. (The phone 
number is: Area Code 202 343-5413 or 
343-5676.)

Persons wishing to extend their re­
marks or those not able to attend the 
hearings may submit written comments 
to the Water Projects Review Office on or 
before April 1,1977.

. Chris Farrand,
Acting Assistant Secretary 

of the Interior.
March 11.1977.
[FR Doc.77-7674 Filed 3-14-77:8:45 am]

addition to the panel members. Inter­
ested persons may make brief presenta­
tions to the panel or file written state­
ments. Requests should be made to Mr. 
Henry O. Ash, Acting Chairman, Office 
of the Oil Shale Environmental Advisory 
Panel, Department of the Interior, Room 
690, Building 67, Denver Federal Center, 
Denver, Colorado 80225, telephone No. 
(303) 234-3275.

Further information concerning this 
meeting may also be obtained from Mr. 
Ash’s office. Minutes of the meeting will 
be available for public inspection 30 days 
after the meeting at the panel office.

Chris F arrand, 
Acting Assistant 

Secretary of the Interior,
• M a r c h  10,1977.

[FR Doc.77-7593 Filed 3-14-77;8:45 am]

WATER PROJECTS 
Public Hearings for Review; Correction 
Notice is hereoy given that a correction 

is t.o be made in the Notice of Public 
Hearings for Water Projects published 
in the F ederal R egister both March 4, 
1977, on page 12484, and March 10, 1977, 
on page 13359. The schedule of hearings 
will be revised as follows:

DEPARTMENT OF LABOR
Employment Standards Administration

MINIMUM WAGES FOR FEDERAL AND 
FEDERALLY ASSISTED CONSTRUCTION

General Wage Determination Decisions 
Correction

In the F ederal R egister for Friday, 
March 4, 1977, the cover sheet for the 
“Part III” documents, inadvertently 
stated that the index contained in this 
part was as of “November 4, 1977”, the 
index was actually as of “February 4, 
1977”.

Occupational Safety and Health 
Administration

NATIONAL ADVISORY COMMITTEE ON 
OCCUPATIONAL SAFETY AND HEALTH, 
SUBGROUPS ON STANDARDS AND 
POLICY/BUDGET

Meeting
N o tice  is  h e re b y  g iv en  t h a t  th e  Su b ­

g ro up s on  S ta n d a rd s  a n d  P o lic y /B u d g e t

i

Project Hearing location Date and time

Fruitland Mesa____:_____Itamada Inn Convention Center, 718 Horizon Mar. 21,1977, 8 a.m. to 12 m.Dr., Grand Junction, Colo.Dolores__ _________________do..._______________ -_____________ Mar. 21,1977,1 to 5 p.m.Savery-Pot Hook..___ _______ do....__________ ______— ,------- Mar. 22,1977, 8 a.m. to 12 m.Bonneville Unit, Central Salt Palace (Little Theater), 100 South West Mar. 23, 1977, 9 a.m. to 12 m.; ■Utah. Temple, Salt Lake City, Utah. 2 to 5 p.m. • !Central Arizona..*._______  U.S. Department of Interior auditorium, 19th Mar. 21, 1977, 9 a.m. to 12 m.,and C Sts., NW., Washington, D.C. 2 to 5 p.m.Oahe .. ___ ______ State Capitol Bldg., House Chambers, Pierre,- Mar. 21, 1977, 9 a.m. to 12 m.;S. Dak. 2 to 5 p.m.Garrison Diversion______ Civic Auditorium, Jamestown, N. Dak________ Mar. 22, 1977, 9 a.m. to 12 m.;2 to 5 p.m.
Auburn-Folsom.... .....Woodlake Quality Inn., 500 Leisure Lane, Mar. 21, 1977, 9 a.m. to 12 m.;Sacramento, CaUi. (tentative). 2 to 5 p.m.
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of the National Advisory Committee on 
Occupational Safety and Health 
(NACOSH) will meet on April 5, 1977 in 
Room N-4437, Department of Labor 
Building, 3rd Street and Constitution 
Avenue NW., Washington, D.C. 20210.

The National Advisory Committee was 
established under section 7(a) of the Oc­
cupational Safety and Health Act of 
1970 to advise the Secretary of Labor and 
the Secretary of Health, Education, and 
Welfare on matters relating to the ad­
ministration of the Act.

The meeting will begin at 9 a.m. The 
public is invited to attend. The Sub­
groups will continue discussion on the 
identification, classification and regu­
lation of potential carcinogens.

For additional information contact:
Ken Hunt, Committee Management Office, 

Occupational Safety and Health Adminis­
tration, Department of Labor, Room N- 
9635, Third Street and Constitution Ave­
nue, NW., Washington, D.C. 20210, phone: 
(202) 523-8024.
Any written data or views concerning 

this agenda item or suggestions for 
future agenda items which are received 
by the Committee Management Office 
before the meeting, preferably with 20 
copies, will be presented to the Sub­
groups and included in the official record 
of the meeting.

Anyone wishing to make an oral pre­
sentation should notify the Committee 
Management Office before the meeting. 
The request should state the amount of 
time desired, the capacity in which the 
person will appear, and a brief outline 
of the content of the presentation. Oral 
presentations will be scheduled at the 
discretion of the Subgroup Chairmen, 
depending on the extent to which time 
permits.

Official records of the meeting jvill be 
available for public inspection at the 
above address.

Signed a t Washington, D.C., this 8th 
day of March 1977.

J. Goodell, 
Executive Secretary. 

(PR Doc.77-7587 Piled 3-14^77;8:45 am]

BOB LEE MFG. CO., ET AL.
Investigations Regarding Certifications of 

Eligibility To Apply for Worker Adjust­
ment Assistance
Petitions have been filed with the 

Secretary of Labor under section 221(a) 
of the Trade Act of 1974 (“the Act”) and 
are identified in the Appendix' to this 
notice. Upon receipt of these petitions, 
the Director of the Office of Trade Ad­
justment Assistance, Bureau of Interna­
tional Labor Affairs, has institutedinves- 
tigations pursuant to section 221(a) of 
the Act and 29 CFR 90.12.

The purpose of each of the investiga­
tions is to determine whether absolute or 
relative increases of imports of articles 
like or directly competitive with articles 
produced by the workers’ firm or an ap­
propriate subdivision thereof have con­
tributed importantly to an absolute

decline in sales or production, or both, of 
such firm or subdivision and to the 
actual or threatened total or partial 
separation of a significant number or 
proportion of the workers of such firm or 
subdivision.

Petitioners meeting these eligibility 
requirements will be certified as eligible 
to apply for adjustment assistance under 
Title H, Chapter 2, of the Act in accord­
ance with the provisions of Subpart B 

•of 29 CFR Part 90. The investigations 
will further relate, as appropriate, to the 
determination of the date on which total 
or partial separations began or threat­
ened to begin and the subdivision of the 
firm involved.

Pursuant to 29 CFR 90.13, the petition­
ers or any other persons showing a sub­
stantial interest in the subject matter 
of the investigations may request a pub­
lic hearing, provided such request is filed 
in writing with the Director, Office of 
Trade Adjustment Assistance, at the ad-

dress shown below, not later than 
March 25,1977.

Interested persons are invited to sub­
mit written comments regarding the sub­
ject matter of the investigations to the 
Director, Office of Trade Adjustment As­
sistance, at the address shown below, 
not later than March 25,1977.

The petitions filed in this case are 
available for inspection at the Office 
of the Director, Office of Trade Adjust­
ment Assistance, Bureau of International 
Labor Affairs, U.S. Department of Labor, 
200 Constitution Avenue NW., Washing­
ton, D.C.20210.

E-_ i  at Washington, D,C. this 3rd 
day of March 1977.

Marvin M. Fooks, 
Director, Office of 

Trade Adjustment Assistance.
A p p e n d ix

Petitioner: union/workers Location or former workers of— Date Date ofreceived petition Petition No.

Bob Lee Manufacturing Co. (ILGWU).• Bridgeport Brass Co, __
C. & P. Coat, Inc. (ILGWU),Capitol Garter Co. (Cor­set & Brassiere Workers Union).Capri Coats (ILGWU)
Carmen Garcia, Inc. (ILGWU).Crest Shoe Co. (Lewiston 

& Auburn Shoeworkers Protective Association). Crestline Clothes, Inc. (company).Criterion Marble & Mosaic, Ltd.

Inglewood, Calif.
Bridgeport, Conn.
Hammonton,

N.J.
New York, N. Y

Panorama City, Calif.Cidra, P.R .1 
Lewiston, Maine

New York, N.Y. 
Brooklyn, N.Y

Mar. 1,1977 Feb. 14,1977 TA-W-1,707

— do_____  Feb. 25,1977 TA-W-1,708
Feb. 29,1977 Feb. 16,1977 TA-W-1,709 
Feb. 25,1977 Fob. 17,1977 TA-W-1,710

Mar. 1,1977 Feb. 14,1977 TA-W-1,711 
Feb. 28,1977 Feb. 24,1977 TA-W-1,712

- do____  . Feb, 23,1977 TA-W-1,713

Feb. 23,1977 Feb. 17,1977 TA-W-1,714 
Feb. 24,1977 Feb. 18,1977 TA-W-1,715

Dumas & Canes (ILGWU).El Comanche (company).
Fabien Corp. (Machine Printers & Engravers Association).Garren Ingram, (com­pany).Goodimade Manufactur­ing Co. (ILGWU).Harris Structural Steel Co., Inc. (workers).
Hawaiian Tug & Barge Co. (workers)..

Palmdale, Calif... Mar. 1,1977 Feb. 14,1977 TA-W-1,716
Port Isabel, Tex. Feb. 17,1977 Feb. 11,1977 TA-W-1,717
Lodi, N.J------  Feb. 22,1977 Feb. 17,1977 TA-W-1,718

Port Isabel, Tex... Feb. 22,1977 Feb. 7,1977 TA-W-1,719
Philadelphia, Pa.. Feb. 28,1977 Feb. 24,1977 TA-W-1,720
Piscataway, N.J— ..do.... I Feb. 23,1977 TA-W-1,721

Honolulu, Hawaii. Feb. 23,1977 Feb. 19,1977 TA-W-1,722

Hawaiian Sugar Planters’ Alea, Hawaii.. Association (workers).
Henry Garcia Industrial Co. (ILGWU).Herman Segall Co. (ILGWU).Hilo Coast Processing Go. (ILWU).Holly Sugar Corp. Amer­ica Federation of Grain Millers).I.J. Wexler Coats (ILGWU).Iselle Manufacturing Co. (ILGWU).Ivan Fredericks (ILGWU).Jersey Dye & Finishing Co. (Machine Printers and Engravers Associ­ation).Jo-L Fashions (ILGWU)..
Jude Trawlers, Ine. (workers).'

Las Piedras, P.R. 
Philadelphia, Pa.. 
Pepeekeo, Hawaii, 
Delta Colo......

- Mar. 1,1977 Feb. 22,1977 TA-W-1,723

Feb. 29,1977 Feb. 24,1977 TA-W-1, 724
---do.......--.do-- .... TA-W-1,725
---do........ Feb. 23,1977 TA-W-1,726
Feb. 22,1977 Feb. 18,1977. TA-W-1,727

Articles produced

Ladies’ coats and suits.Copper and brass water tubing.Children’s and pre- teen coats.Brassieres, bikinis, garter belts.
Ladies’ coats and suits.Brassieres and girdles.Children’s shoes arid dance shoes.
Men’s suits and sportcoats.Furniture marble tops, vanities, . flooring, marble church appoint­ments and altars.Ladies’ .coats and suits.Catching and selling of shrimp.Textile printing on fabrics.
Catching and selling of shrlp.Sportswear.
Structural steel shapes, girders for bridges and buildings.Tug and barge trans­portation- service of pineapple, grain and wheat, and fertilizer.Scientiiie research and marketing of raw sugar
Brassieres and girdles.Blouses.
Raw sugar.
Refined and granu­lated su'gar.

Los Angeles, Calif.Philadelphia Pa.
Los Angeles, Calif.Paterson, N.J__

San Grabriel, Calif.Brownsville, Tex.

Ladies’ coats and suits.
Sportswear.

Feb. 23,1977 .....do......TA-W-1,728
Feb. 28,1977 Feb. 24,1977 TA-W-1,729
M ot. 1,1977- Feb. 14,1977 TA-W-1,730 Ladies’ sportswear.
Feb. 22,1977 Feb. 17,1977 TA-W-1,731 Textile printing on

fabrics.

Mar. 1,1977 Feb. 14,1977 TA-W-1,732 
Feb. 17,1977 Feb. 11,1977 TA-W-1,733

Ladies’ coats and suits.Catching and selling sbrimp.

[FR Doc.77-7588 Filed 3-14-77; 8:45 am]
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[TA-W—1276]

GENERAL LAST MANUFACTURING CO., 
ST. LOUIS, MISSOURI

Notice of Negative Determination Regard­
ing Eligibility To Apply for Worker Ad­
justment Assistance
In accordance with Section 223 of the 

Trade Act of 1974 the Department of 
Labor herein presents the results of TA­
W-1276: investigation regarding certi­
fication of eligibility to apply for worker 
adjustment assistance as prescribed in 
Section 222 of the Act.

The investigation was initiated on No­
vember 15, 1976 in response to a worker 
petition received on that date which was 
filed by the Teamsters Union on behalf of 
former workers producing shoe lasts at 
General Last Manufacturing Company, 
St. Louis, Missouri, a subsidiary of Brown 
Group, Inc.

The Notice of Investigation was pub­
lished in the F ederal R egister on De­
cember 3, 1976 (41 FR 53089). No public 
hearing was requested and none was 
held.

The information upon which the deter­
mination was made was obtained princi- 
pally from officials of Brown Shoe Com­
pany, and Brown Group, Inc. the U.S. 
Department of Commerce, the U.S. In­
ternational Trade Commission, and De­
partment files.

In order to make an affirmative deter­
mination and issue a certification of eligi­
bility to apply for adjustment assistance, 
each of the group eligibility require­
ments of Section 222 of the Trade Act 
of 1974 must be met:

(1) That a significant number or propor­
tion of the workers in the workers’ firm, or 
an appropriate subdivision thereof, have be­
come totally or partially separated, or are 
threatened to become totally or partially 
separated;

(2) That sales or production, or both, of 
such firm or subdivision have decreased 
absolutely;

(3) That articles like or directly competi­
tive with those produced by the firm or sub­
division are being imported in increased 
quantities, either actual or relative to domes­
tic production; and

(4) That such increased imports have con­
tributed importantly to the separations, or 
threat thereof, and to the decrease in sales 
or production. The term “contributed im­
portantly” means a cause which is im­
portant but not necessarily more important 
than ̂ any other cause.

Without regard to whether any of the 
other criteria have been met, criteria
(3) and (4) have not been met.

S ignificant T otal or P artial 
Separations

All workers were separated from em­
ployment at General Last Manufactur­
ing Company in March 1976 when the 
firm closed.

Sales or P roduction, or Both, H ave 
D eclined Absolutely

Production by General Last increased 
one percent in 1975 from 1974. Produc­
tion was terminated in March 1976 when 
General Last closed.

Increased Imports
Imports of lasts are negligible. Only 

two firms are known to import lasts, and

those firms import solely for their own 
shoe manufacturing operations in the 
United States.

Contributed Importantly

The Department’s investigation re­
veals that since 1974 General Last Man­
ufacturing Company produced solely for 
one domestic footwear manufacturing 
firm. Sales to that firm increased in 1975 
from 1974. Total purchases of lasts by 
General Last Company, St. Louis, Mis- 
approximately the same before and after 
the closure of General Last. Following 
that closure, the customer increased pur­
chases from its other domestic suppliers.

Conclusion

After careful review of the facts ob­
tained in the investigation, I conclude 
that imports or articles like or directly 
competitive with shoe lasts produced by 
General Last Company, St. Louis, Mis­
souri did not contribute importantly to 
the separation of workers of that firm.

Signed a t Washington, D.C. this 4th 
day of March 1977.

James F. Taylor, 
Director, Office of Management, 

Administration and Planning.
[FR rite.77-7465 Filed 3-14-77;8:45 am]

NATIONAL ADVISORY COUNCIL ON 
THE EDUCATION OF DISADVAN­
TAGED CHILDREN

EDITING COMMITTEE 
Meeting Change

Notice is hereby given, pursuant to 
Pub. L. 92-463, that the meeting of the 
Editing Committee of the National Ad­
visory Council on the Education of Dis­
advantaged Children scheduled to be held 
on March 18, 1977 has been rescheduled 
to March 16. The meeting will be held 
from 10 a.m. to 4 p.m., at 425 Thirteenth 
Street NW., Suite 1012, Washington, D.C. 
20004.

The National Advisory Council on the 
Education of Disadvantaged Children is 
established under section 148 of the Ele­
mentary and Secondary Act (20 U.S.C. 
2411) to advise the President and the 
Congress on the effectiveness of compen­
satory education to improve the educa­
tion attainment of disadvantaged chil­
dren.

Signed at Washington, D.C., on March 
11, 1977.

' R oberta Lovenheim, 
Executive Director.

[FR Doc.77-7700 Filed 3-14-77;8:45 am]

NATIONAL FOUNDATION ON THE 
ARTS AND THE HUMANITIES

ADVISORY COMMITTTE PUBLIC 
PROGRAMS PANEL

Meeting
March 3, 1977.

Pursuant to the provisions of the Fed­
eral Advisory Committee Act (Pub. L. 
92-463) notice is hereby given that a 
meeting of the Public Programs Panel 
will ftieet at the National Endowment for

the Humanities, Room 1130, 806 15th 
Street, N.W., Washington, D.C. on 
March 31 and April 1, 1977, commencing 
at 9:30 a.m.

The purpose of the meeting is to review 
Humanities Museums and Historical 
Organizations Grant proposals that have 
been submitted to the Endowment for 
possible grant funding.

Because the proposed meeting will con­
sider financial information and person­
nel and similar files the disclosure of 
which would constitute a clearly unwar­
ranted invasion of personal privacy, pur­
suant to authority granted me by the 
Chairman’s Delegation of Authority to 
Close Advisory Committee Meetings, 
dated August 13, 1973,1 have determined 
that the meeting would fall within ex­
emptions (4) and .(6) of 5 U.S.C. 552(b) 
and that it is essential to close the meet­
ing to protect the free exchange of in­
ternal views and to avoid interference 
with operation of the Committee.

It is suggested that those desiring more 
specific information contact the Advisory 
Committee Management Officer, Mr. 
John W. Jordan, 806 15th Street, N.W., 
Washington, D.C. 20506, or call Area Code 
202-382-2031.

John W. Jordan, 
Advisory Committee, 

Management Officer.
[FR Doc.77-7618 Filed 3-14-77;8;45 am]

OVERSEAS PRIVATE INVESTMENT 
CORPORATION 

BOARD OF DIRECTORS 
Meeting

Notice is hereby given that the Board 
of Directors will meet on Tuesday, 
March 22, 1977 in the Board Room on 
the 7th floor of the Corporation head­
quarters at 1129 20th Street, NW., Wash­
ington, D.C. Pursuant to OPIC’s Sun­
shine Regulations, interested members 
of the public are invited to attend the 
open session of such meeting will com­
mence at 10:30 a.m. and cover the fol­
lowing agenda items:

(1) Minutes of the January meeting.
(2) Future meetings.
(3) Reorganization.
(4) W ar risk  insurance reciprocal.
(5) Renewal of OPIC legislation.
(6) Status of oil policy.
(7) Minerals policy.

■ (8) Reports of the treasurer.
(9) Country concentration policy.
(10) Report on insurance issued.

♦ (11) Country status report.
Preceding the open session, the Board 

will meet in closed session at 9:00 a.m. 
The following Agenda items will be dis­
cussed :

(1) Personnel matters.
(2) Litigation.
(3) Rescheduling of a loan.
(4) Proposed loan to an agricultural

project. ,
(5) Proposed insurance of an agricultural 

project.
(6) -08) Reports on claims.
(9) Reports on applications rejected ana 

proposed major projects.
(10) Proposed amendment of a loan*
Members of the public who wish addi­

tional information about the meeting
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should contact the Corporate Secretary 
of OPIC at 202-632-1839.

E lizabeth A. B urton, 
Corporate Secretary. 

[FR Doc.77-7507 Piled 3-14-77;8:45 am]

RENEGOTIATION BOARD
MEETING; CHANGE IN PUBLIC 

ANNOUNCEMENT
Pursuant to RBR 1482.3(b) of its reg­

ulations, the Renegotiation Board hereby 
announces that the date of its meeting 
announced in the F ederal R egister of 
March 9, 1977 (42 FR 13167-8) has been 
changed from March 15, 1977 to March 
22, 1977. In all other respects the origi­
nal announcement remains correct.

Dated: March 10, 1977.
Goodwin Chase, 

Chairman.
[FR Doc.77-7573 Filed 3-14-77;8:45 am]

SECURITIES AND EXCHANGE 
COMMISSION
[Rel. No. 9668]

AFFILIATED FUND, INC., ET A L
Application Pursuant to Section 6(c) of the 

Act for Exemption From Section 2(a) 
(19) of the Act

March 9, 1977.
In the matter of Affiliated Fund, Inc., 

Lord Abbett Income Fund, Inc., Lord 
Abbett Bond-Debenture Fund, Inc., Lord 
Abbett Developing Growth Fund., Inc., 
63 Wall Street, New York, New York 
10005. Paul M. Rye, Woods Hole Ocean­
ographic Institute, Woods Hole, Massa­
chusetts 02543. (812-3871).

Notice is herey given that Affiliated 
Fund, Inc., and Lord Abbett Bond- 
Debenture Fund., Inc., Delaware corpo­
rations, and Lord Abbett Income Fund, 
Inc., and Lord Abbett Developing Growth 
Fund, Inc., Maryland corporations (col­
lectively, the “Funds”) , registered under 
t«e I)nvestnient Company Act of 1940 
( Act”) as open-end, management com­
panies, filed an application and an 
amendment thereto on September 27, ■ 
1976, pursuant to Section 6(c) of the Act 
for an order of the Commission declaring 
that Paul M. Fye (“Fye”) shall not be 
deemed to be an interested person, within 
the meaning of Section 2(a) (19) of the 
Act, of the Funds or of the Funds’ invest­
ment adviser and principal underwriter, 
Lord Abbett & Co. (“Lord Abbett”) , solely 
by reason of Fye’s position as a director 
of Arthur D. Little, Inc. (“ADL”), which 
wholly owns Impact Securities Corp.
( Impact”) , a broker-dealer registered 
under the Securities Exchange Act of 
1934 (“Exchange Act”). All interested 
persons; are referred to the application 
on file with the Commission for a state­
ment of the representations contained 
therein which are summarized below.

Fye. a director of each of the Funds is 
a direetor of ADL, and owns 420 shares 
oi its common stock. ADL is a research 

cl consulting organization serving in­
dustry, commerce, local, state and fed­

eral government entities, and foreign 
governments. ADL’s work for its clients 
includes research, development, and 
engineering in the physical and life 
sciences and management consulting 
sciences and economic services.

Impact is a New York Stock Exchange 
member, and while its facilities are 
available.’to the general public without 
special restrictions, most of Impact’s 
business consists of orders by clients of 
ADL who wish to pay for ADL’s services 
through brokerage. Impact does not sell 
mutual fund shares.

In 1975 Impact had gross revenues of 
about $750,000 out of total ADL gross 
revenues of $80,827,000. The net after 
tax income of Impact was about $25,000 
compared to ADL’s net after tax income 
of $3,142,000.

To the extent relevant, Section 10(a) 
of the Act prohibits each Fund from hav­
ing a Board of Directors more than  60% 
of the members of which are interested 
persons of such Fund and Section 10(b)
(2) of the Act requires that a majority 
of the members of each Fund’s Board of 
Directors be persons who are neither 
principal underwriters for the Fund, nor 
interested persons of any such principal 
underwriter. Under Section 2(a) (19) of 
the Act, an “interested person” of an in ­
vestment company or its principal 
underwriter would include any broker or 
dealer registered under the Exchange 
Act or any - affiliated person of such 
broker or dealer. Section 2(a) (3) of the 
Act defines an “affiliated person” of an­
other person to include any director of 
such other person.

If Impact, because of its close ties with 
ADL is regarded as the equivalent of an 
operating division of, or “collapsed” into 
ADL, Fye would be an affiliated person 
of a registered broker-dealer and con­
sequently, an interested person of the 
Funds and Lord Abbett.

Applicants represent that in his ca­
pacity as a director of ADL, Fye has no 
authority over or any responsibility for 
the operations of Impact and will have 
no direct voice in its management. They 
assert that there is no basis for regarding 
Fye as an affiliated person of Impact 
solely by reason of his position as an in­
dependent director of ADL. Applicants 
believe that Fye’s connection with ADL 
will not impair his independence in 
acting on behalf of the Funds and their 
shareholders.

The Funds state that they have no in­
terest in or. relationship with ADL or 
Impact and that no portfolio brokerage 
on behalf of the Funds will be placed 
with Impact. Lord Abbett does not pres­
ently subscribe to or purchase any serv­
ices from ADL and has represented to 
the Funds that any research or statis­
tical services purchased from ADL will 
be paid for in cash by Lord Abbett.

Section 6(c) of the Act provides that 
the Commission may conditionally or 
unconditionally exempt any person from 
any provision of the Act if and to the 
extent that such exemption is necessary 
or appropriate in the public interest and 
consistent with the protection of in­

vestors and the purposes fairly intended 
by the policy and provisions of the Act.

Notice is further given that any in­
terested person may, not later than April 
4, 1977, a t 5:30 p.m., submit to the Com­
mission in writing a request for a hear­
ing on the matter accompanied by a 
statement as to the nature of his in­
terest, the reason for such request and 
the issues, if any, of fact or law proposed 
to be controverted, or he may request 
that he be notified if the Commission 
should order a hearing thereon. Any such 
communication should be addressed : 
Secretary, Securities and Exchange 
Commission, Washington, D.C. 20549. A 
copy of such request shall be served per­
sonally or by mail upon Applicants a t 
their respective addresses stated above. 
Proof of such service (by affidavit or in 
the case of an attorney at law by certifi­
cate) shall be filed contemporaneously 
with the request. As provided by Rule
0-5 of the Rules and Regulations pro­
mulgated under the Act, an order dis­
posing of the application herein will be 
issued as of course following said date, 
unless the Commission thereafter orders 
a hearing upon request or upon the Com­
mission’s own motion. Persons who re­
quest a hearing or advice as to whether 
a hearing is ordered will receive any 
notices and orders issued in this matter, 
including the date of the hearing (if 
ordered) and any postponements 
thereof.

By the Commission.
G eorge A. Fitzsimmons,

Secretary.
[PR Doc.77-7562 Piled 3-14-77;8:45 am]

[Pile Nos. 3-5184, 81-257] 
GORDON & CO.

Application and Opportunity for Hearing 
March 9, 1977.

Notice is hereby given that Gordon & 
Co. (“Applicant”) has filed an applica­
tion pursuant to Section 12(h) of the 
Securities Exchange Act of 1934 (“Ex­
change Act”) requesting that Applicant 
be granted an exemption from the pro­
visions of Section 15(d) of the Exchange 
Act. Section 15(d) provides that each 
issuer who has filed a registration state­
ment which has become effective pur­
suant to the Securities Act of 1933, as 
amended, shall file with the Commission, 
in accordance with such rules and regu­
lations as the Commission may prescribe 
as necessary or appropriate in the public 
interest or for the protection of inves­
tors, such supplementary and periodic 
information, documents, and reports as 
may be required pursuant to Section 13 
of the 1934 Act in respect of a security 
registered pursuant to Section 12 of the 
1934 Act.

Section 12(h) empowers the Commis­
sion to exempt, in whole or in part, any 
issuer or class of issuers from the regis­
tration, periodic reporting and proxy so­
licitation provisions and to grant exemp­
tions from the insider reporting and 
trading provisions of the 1934 Exchange
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Act if the Commission finds, by reason 
of the number of public investors, 
amount of trading interest in the secu­
rities, the nature and extent of the ac­
tivities of the issuer, or otherwise, that 
such exemption is not inconsistent with 
the public interest or the protection of 
investors.

The Applicant states in part:
L Applicant is a broker-dealer reg­

istered under the Exchange Act and is 
subject to such Act and the regulatory 
jurisdiction of the Commission. Appli­
cant was organized in 1937 in Massa­
chusetts as a common law partnership 
under the name Beacon Finance Co. On 
December 15, 1971, Beacon registered 
with the Commission as a broker-dealer 
and subsequently changed its name to 
Gordon & Co.

2. Applicant has been engaged in the 
business of writing limiting price put 
and call options (“Gordon Limited Price 
Options”) for five years. Under its cur­
rent practices Gordon is always the is­
suer and endorser of Gordon Limited 
Price Options and may act as an issuer, 
endorser and writer. In every case Ap­
plicant is primarily obligated to carry 
out the obligations of the options it is­
sues in accordance with the terms 
thereof

3. Applicant registered its Gordon 
Limited Price Option contracts in a reg­
istration statement made effective May 
26, 1976, and thereby became subject to 
the continuous reporting provisions of 
Section 15(d).

Applicant argues that the exemptive 
order requested is not inconsistent with 
the public interest, or the protection of 
investors in view of the following:

(1) The Limited Price Put and Call 
Options issued by Gordon are options to 
purchase or sell securities issued by per­
sons other than Gordon. The Options 
do not create any equity interest in 
Gordon in either the purchaser or the 
writer of the Options.

(2) Gordon commenced the issue of 
its Options pursuant to its registration 
statement on July 26, 1976. At no time 
since that date have Options been out­
standing in the hands of more than 
thirty-four (34) separate holders or 
buyers of Options. No one other than 
Gordon itself has written a Gordon Op­
tion. All sales of Gordon Options have 
been entirely unsolicited and all Options 
have been sold only to sophisticated in­
vestors who met the requirements of 
Gordon described in its Prospectus.

(3) Gordon Options are generally ex­
ercised, expire or are repurchased by 
Gordon within one month from the date 
on which they are issued. I t  is extremely 
rare that an option is outstanding fop as 
long as three months.

(4) Gordon has undertaken to and 
does furnish the holder of every out­
standing Option a balance sheet and a 
detailed computation of its net capital 
on a semi-annual basis in July of each 
year. In January of each year Gordon 
furnishes the holder of each outstanding 
Option with a certified audit report of its 
financial condition.

NOTICES

(5) Gordon & Co., as a broker-dealer 
registered under Section 15 of the Act, 
is subject to and complies with the re­
porting requirements of Section 17 of 
the Act including, but not limited to the 
filing of monthly, quarterly and annual 
reports under Rule 17A-5, These reports 
contain all of the detailed Information 
required by the reports called for under 
Section 15(d) and it would appear un­
necessary to require Gordon & Co. to 
file reports under both 17(a) and 15(d).

(6) Gordon & Co. issues Options only 
if it has net capital of not less than 
$500,000 or 8 percent of its aggregate in­
debtedness, whichever is greater. This 
limitation is set forth on page 30 of the 
prospectus.

For a more detailed statement of the 
information presented, all persons are 
referred to said application and amend­
ments which are on file in the offices of 
the Commission a t 500 North Capitol 
Street, Washington, D.C.

Notice is further given that any in­
terested person not later than April 4, 
1977 may submit to the Commission in 
writing his views or any substantial 
facts bearing on this application or the 
desirability of a hearing thereon. Any 
such communication or request should be 
addressed: Secretary, Securities and Ex­
change Commission, 500 North Capitol 
Street, N.W., Washington, D.C. 20549, 
and should state briefly the nature of 
tire interest of the person submitting 
such information or requesting the 
hearing, the reason for such request, and 
the issues of fact and law raised by the 
application which he desires to contro­
vert. Persons who request a hearing or 
advice as to whether a hearing is or­
dered will receive any notices and orders 
issued in this matter, including the date 
of the hearing (if ordered) and any 
postponements thereof. At any time af­
ter said date, an order granting the ap­
plication may be raised upon request or 
upon the Commission’s own motion.

By the Commission.
George A. F itzsimmons, 

Secretary.
[FR Doc.77-7563 Filed 3-14-77;8:45 am]

[Rel. No. 19925]
OHIO POWER CO.

Proposed Issuance and Sale of First 
Mortgage Bonds at Competitive Bidding

March 9, 1977.
In the matter of Ohio Power Company, 

301 Cleveland Avenue, S.W., Canton, 
Ohio 44701 (70-5984).

Notice is hereby given that Ohio Power 
Company (“Ohio”) , an electric utility 
subsidiary company of American Elec­
tric Power Company, Inc., a registered 
holding company, has filed an applica­
tion with this Commission pursuant to 
the Public Utility Holding Company Act 
of 1935 (“Act”) designating Section 6(b) 
of the Act and Rule 50 promulgated 
thereunder as applicable to the proposed 
transaction. All interested persons are

referred to the application, which is sum­
marized below, for a complete statement 
of the proposed transaction.

Ohio proposes to'issue and sell, sub­
ject to the competitive bidding require­
ments of Rule 50 under the Act, up to 
$40,000,000 principal amount of First 
Mortgage Bonds, due 2007. The interest 
rate (which will be expressed in a multi­
ple of % of 1 percent) and the price to 
be paid to Ohio for the Bonds (which 
shall not be less than 100 percent un­
less Ohio shall authorize a lower per­
centage not less than 99 percent, and 
shall not exceed 102.75 percent) will be 
determined by competitive bidding. The 
terms of the Bonds preclude Ohio from 
redeeming any such Bonds prior to 
April 1,1982, if such redemption is for the 
purpose of refunding such Bonds with 
proceeds of funds borrowed at a lower 
effective interest cost. The Bonds will be 
issued under and secured by the Mort­
gage and Deed of Trust, dated as of Oc­
tober 1, 1938, to Manufacturers Hanover 
Trust Company and Donald B. Herter- 
ich, Trustees, and a new Indenture Sup­
plemental thereto which will be dated 
as of the first day of the month in which 
tiie Bonds are to be issued.

The proceeds realized from the sale of 
the Bonds are to be used to retire un­
secured short-term debt of Ohio, much 
of which will hâve been incurred |n con­
nection with the maturity of $40,000,000 
principal amount of Ohio’s First Mort­
gage Bonds, 6V2 percent series due 
April 1, 1977. As of February 10, 1977, 
there were notes payable to banks in the 
amount of $29,831,000; and it is expected 
that Ohio will have short-term debt out­
standing not to exceed $100,000,000 at 
the time of the issue and sale of the 
Bonds.

The estimated cost of Ohio’s construc­
tion program for 1977 is approximately 
$195,000,000, exclusive of construction 
costs in connection with the completion 
of the General James M. Gavin Plant 
by Ohio’s wholly owned subsidiary, Ohio 
Electric Company.

Expenses of Ohio in connection w ith  
the proposed transactions will be filed  
by amendment. I t  is stated that the p ro­
posed issuance and sale of the Bonds is 
subject to the jurisdiction of the P u b lic  
Utilities Commission of Ohio and that no  
other state commission and no fed era l 
commission, other than this C o m m is­
sion, has jurisdiction over the proposed  
transaction.

Notice is further given that any inter­
ested person may, not later than April 4, 
1977, request in writing that a hearing 
be held on such matter, stating the 
nature of his interest, the reasons for 
such request, and the issues of fast or 
law raised by said application which he 
desires to controvert; or he may request 
that he be notified if the Commission 
should order a hearing thereon. Any such 
request should be addressed: Secretary, 
Securities and Exchange Commission, 
Washington, D.C. 20549. A copy of such 
request should be served personally or 
by mail upon the applicant at the above 
stated address, and proof of service (by
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affidavit or, in case of an attorney at 
law, by certificate) should be filed with 
the request. At any time after said date, 
the application, as filed or as it may be 
amended, may be granted as provided 
in Rule 23 of the General Rules and 
Regulations promulgated under the Act, 
or the Commission may grant exemption 
from such rules as provided in Rules 
20(a) and 100 thereof or take such other 
action as it may deem appropriate. Per­
sons who request a hearing or advice 
as to whether a hearing is ordered will 
receive any notices and orders issued in 
this matter, including the date of the 
hearing (if ordered) and any postpone­
ments thereof.

For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority.

George A. Fitzsimmons, 
Secretary.

[FR  Doc.77-7564 Filed 3-14-77;8:45 am ]

DEPARTMENT OF THE TREASURY
Customs Service

[T.D. 77-84]
INSTRUMENTS OF INTERNATIONAL 

TRAFFIC
Certain Wooden Bins Use for the Transpor­

tation of Apples Designated as Instru­
ments of International Traffic

March 8,1977.
It has been established to the satisfac­

tion of the U.S. Customs Service that 
bins constructed of plywood sides and 
bottoms reinforced with lumber, or whol­
ly of lumber of a slatted design, approxi­
mately 46 inches long, 46 inches wide, 
and 32 to 36 inches high, with a capac­
ity of approximately 25 bushels, and per­
manently marked with company in itials 
or trade names, used for the transporta­
tion of apples, are substantial, suitable 
for and capable of repeated use, and used 
in significant numbers in international 
traffic.

Under the authority'of section 10.41a
(a)(1), customs Regulations (19 CFR 
10.41a(a) (1)), I hereby designate the 
above-described wooden bins as “instru- 
above-described wooden bins as “instru­
ments of international traffic” within 
the meaning of section 322(a), Tariff Act 
Qf 1930, as amended (19 U.S.C. 1322(a)). 
These bins may be released under the 
procedures set forth in section 10.41a, 
Customs Regulations (19 CFR 10 41a) 
(102556)
(BOR-7-07)

J. P. T ebeau,
Director, Carriers, Drawback 

and Bonds Division. 
{FR Doc.77-7548 Filed 3-14-77;8:45 am]

Internal Revenue Service 
[Order No. 161]

ASSISTANT COMMISSIONER FOR 
Delegation of Authority

March 14, 1977.
1. Pursuant to the authority vested in 

the Commissioner of Internal Revenue 
by Treasury Department Order No. 107 
(Revision 20) dated December 21, 1976, 
authority is delegated to the following 
officials o fthe Internal Revenue Service 
to fix the Seal of the Department of the 
Treasury in the authentication of origi­
nals and copies of books, records, papers, 
writings, and documents of the Depart­
ment, for all purposes, including the pur­
poses authorized by 28 U.S.C. 1733(b).

a. Assistant Commissioner (Compli­
ance)

b. Deputy Assistant Commissioner 
(Compliance)

c. Director, Disclosure Operations 
Division

d. Assistant Director, Disclosure Oper­
ations Division

2. The Director, Disclosure Operations 
Division, is authorized to maintain cus­
tody of the die of the Treasury Seal for 
the Internal Revenue Service.

3. This authority may not be redele­
gated.

Effective date: March 14, 1977.
W illiam E. W illiams, 

Acting Commissioner.
[FR Doc.77-7596 Filed 3-14-77;8:45 am]

TAX FORMS COORDINATING 
COMMITTEE

Request for Forms Suggestions
The Internal Revenue Service will soon 

begin its 1977 Forms Review Program.
' As part of its annual review process, 
the Service is interested in receiving 
written comments and suggestions for 
improving its tax return forms, instruc­
tions and related schedules. The public, 
practitioner groups, and other interested 
parties or organizations are invited to 
participate.

Since the Service does not plan to hold 
meetings or hearings on these written 
submissions, they should be self-explan­
atory and insufficient detail to communi­
cate clearly what is being suggested. 
Careful consideration will be given to all 
comments and suggestions received. 
However, individual responses to the sub­
missions will not be made because of the 
volume of correspondence involved.

In order to meet our work schedule 
and early printing deadlines, it is re­
quested that recommendations be sub­
mitted on or before May 16, 1977.

Comments and suggestions should be 
sent to the Chairman, Tax Forms Coor­

dinating Committee, Room 5569, Inter­
nal Revenue Service, 1111 Constitution 
Avenue NW, Washington, D.C. 20224. 
Further information concerning this no­
tice may be obtained by calling 202-566- 
6253.

\
Approved: March 10,1977.

John L. W ithers, 
Assistant Commissioner, 

{Technical).
[FR Doc.77-7595 Filed 3-14-77;8:45 am]

Office of the Secretary
IMPRESSION FABRIC OF MAN-MADE 

FIBER FROM JAPAN
Antidumping Proceeding Notice

AGENCY: United States Customs Serv­
ice

, ACTION: Initiation of Antidumping In­
vestigation
SUMMARY: This notice is to advise the 
public that an antidumping investigation 
has been started for the purpose of de­
termining whether or not exports of 
impression fabric of man-made fiber 
from Japan to the United States are be­
ing sold, or are likely to be sold, at less 
than fair value (sales at less than fair 
value usually means that the prices of 
the merchandise sold for export to the 
U.S. are less than the prices in the home 
m arket). Because there is substantial 
doubt that an industry is being or is 
likely to be injured as a result of those 
imports, this case is being referred to 
the United States International Trade 
Commission for a determination as to 
whether or not there is a reasonable in­
dication of injury. If the Commission 
should find within 30 days that there is 
no reasonable indication of injury, this 
investigation will be terminated at that 
time. Otherwise the investigation will 
continue to a conclusion.
EFFECTIVE DATE: This investigation 
will begin on March 15, 1977.
FOR FURTHER INFORMATION CON­
TACT:

David Chapman, Duty Assessment 
Division, U.S. Customs Service, 1301 
Constitution Avenue, N.W., Wash­
ington, D.C. 20229 (202-566-5492), 

'SUPPLEMENTARY INFORMATION: 
On February 7, 1977, information was 
received in proper form pursuant to sec­
tions 153.26 and 153.27, Customs Regu­
lations (19 CFR 153.26, 153.27), from 
counsel acting on behalf of Bomont In ­
dustries, Totowa, New Jersey J Schwarz- 
enbach Huber, a company of Carisbrook 
Ind., Inc., New York, New York; and 
Standard Products Corporation, New 
Rochelle, New York, indicating a possi­
bility that impression fabric of man­
made fiber from Japan is being, or is
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likely to be, sold a t less than fair value 
within the meaning of the Antidumping 
Aet, 1921, as amended (19 U.S.C. 160 et 
seq.) (referred to in this notice as “the 
Act”) .

For purposes of this notice, the term 
“impression fabric of man-made fiber” 
means finished impression fabric, slit or 
uncut, and not inked.

There is evidence on record concern­
ing injury to, or likelihood of injury to, 
or prevention of establishment of an in­
dustry in the United States. This evi­
dence indicates that although imports of 
impression fabric of man-made fiber 
from Japan increased during the period 
1973-75 in both absolute terms and in 
terms of market share, those imports de­
clined during 1976. The decline appears 
to have been partly due to the restraint 
agreement entered into between the gov­
ernments of the United States and Ja­
pan during 1976 on certain of the im­
ports subject to this investigation. That 
agreement places a fixed ceiling upon 
imports of the subject merchandise from 
Japan which enter under two of the three 
tariff items subject to this investigation 
—items 338.9014 and 338.3016 of the Tar­
iff Schedules of the United States Anno­
tated (TSUSA). The imports that are 
subject to restraint accounted for rough­
ly three-quarters of the imports of im­
pression fabric of man-made fiber from 
Japan during 1976. Furthermore, im­
ports of the subject merchandise from 
Japan under the sole tariff item not cur­
rently subject to restraint—TSUSA item 
347.6020—could become so if those im­
ports exceed a certain level.

In addition, the available data indi­
cate that domestic producers’ U.S. ship­
ments of impression fabric of man-made 
fiber increased in both actual and rela­
tive terms during the past year.

On the basis of such evidence, it has 
been concluded that there is substantial 
doubt of injury to, likelihood of injury to, 
or prevention of establishment of an in­
dustry in the United States by reason of 
such importations from Japan. Accord­
ingly, the Uriited States International 
Trade Commission is being advised of 
such doubt pursuant to section 201 (c) (2) 
of the Act (19 U.S.C. 160(c) (2)).

Having conducted a summary in­
vestigation as required by § 153.29 of the 
Customs Regulations (19 CFR 153.29), 
and having determined as a result there­
of that there are grounds for, doing so, 
the U.S. Customs Service is instituting 
an inquiry to verify the information sub­
mitted and to obtain the facts necessary 
to enable the Secretary of the Treasury 
to reach a determination as to the fact 
QJ* likelihood of sales at less than fair 
value. Should the United States Inter­
national Trade Commission, within 30 
days of receipt of information cited in 
the preceding paragraphs, advise the 
Secretary that there is no reasonable in­
dication that an industry is being or is 
likely to be injured, or is prevented from 
being established, by reason of the im­
portation of such merchandise into the 
United States, the Department will pub­
lish promptly in the F ederal R egister

a notice terminating the investigation. 
Otherwise, the investigation will con­
tinue to a conclusion.

A summary of price information re­
ceived from all sources is as follows:

The information received tends to indicate 
that the prices of the merchandise sold for 
exportation to the United States are less than 
the prices for home consumption.

This notice is published pursuant to 
section 153.30 of the Customs Regula­
tions (19 CFR 153.30).

John H. Harper,
Acting Assistant Secretary

of the; Treasury.
March 9, 1977.
[PR Doc.77-7660 Piled 3-14-77;8:45 am]

INTERSTATE COMMERCE 
COMMISSION 

Office of Hearings 
[Notice No. 345]

ASSIGNMENT OF HEARINGS
March 10,1977.

Cases assigned for hearing, postpone­
ment, cancellation or oral argument 
appear below and will be published only 
once. This list contains prospective 
assignments only and does not include 
cases previously assigned hearing dates. 
The hearings will be on the issues as 
presently reflected in the Official Docket 
of the Commission. An attempt will be 
made to publish notices of cancellation 
of hearings as promptly as possible, but 
interested parties should take appro­
priate steps to insure that they aré 
notified of cancellation or postpone­
ments of hearings in which they are 
interested.
MC 115730 Sub 17, The Mickow Corp., now 

assigned April 14, 1977 at Chicago, 111., will 
be held in Room 286, 219 S. Dearborn 
Street, Everett McKinley Dirksen Bldg.

MC 123476 Sub 25, Curtis Transport, Inc., 
now assigned AprU 12, 1977, at Chicago,
111., will be held in Room 204A S. Dearborn 
Street, Everett McKinley Dirksen Bldg.

MC 71459 Sub 55, O.N.C. Freight Systems, 
now assigned AprU 12, 1977, at San Fran­
cisco, Calif., will be held in the Sir Francis 
Drake Hotel, Cypress Room, Powell and 
Sutter Streets.

MC 133095 Sub 115, Texas Continental Ex­
press, Inc., now assigned March 29, 1977 at 
Washington, D.C. is cancelled, application 
dismissed.

MC 3281 Sub 7, Powell Truck Line, Inc., now 
assigned April 19, 1977'at Memphis, Tenn., 
wUl be held in Executive Plaza Inn, 1417 
East Brooks Road.

MC 136315 Sub 13, Olen Burrage Trucking, 
Inc., now assigned April 20, 1.977, at Jack- 
son, Miss., will be held in the Grand Jury 
Room, U.S. Post and Court House Bldg., 
Corner of Capitol and S.W. Street.

MC 127834 Sub 115, Cherokee Hauling & Rig­
ging, Inc., now assigned April 12, 1977, at 
Memphis, Tenn., wUl be held in Room 978, 
Federal Office Bldg., 167 N. Main Street. 

MC 115654 Sub 56, Tennessee Cartage Co., 
Inc., now assigned April 18, 1977, at Mem­
phis, Tenn., will be held in Room 978, 
Federal Offloe Bldg., 167 N. Main Street. 

MC-F-12903, Overnite Transportation Com­
pany Purchase Southern Forwarding Com-

pany, and MC-FC 76677, Elizabeth C. 
Barnes, Ann Marie Tortl and Melissa C. 
Barnes, Transferees, dba Southern For­
warding Company, Transferor, now as­
signed April 13, 1977, at Memphis, Tenn,, 
in Room 978, Federal Office Bldg., 167 N. 
Main. Street.

MC 136343 (Sub-No. 94), Milton Transporta­
tion, Inc., now being assigned April 18, 1977 
(1 day) at Boston, Massachusetts, in a 
hearing room to be later designated.

MC 138018 Sub 31, Refrigerated Foods, Inc., 
MC 113658 Sub 11, Scott Truck Line, Inc., 
MC 114273 Sub 269, Crst, Inc., and MC 
124679 Sub 71, now assigned April 20, 1977, 
at Denver, Colo., will be held in the Tax 
Court Room 587, U.S. Federal Bldg., 19th 
and Stout Streets.

MC-C-8974, Mrs Charles Hodgens, Individ­
ual, d /b /a Tour of the Month Club and 
Greyhound World Tours, Inc., v. S & C 
¡Corporation, d /b /a  Piedmont Tours, now 
assigned March 30,1977 at Columbia, South 
Carolina, has been postponed indefinitely.

F.D. 27972, Louisville & Nashville Railroad 
Company—Trackage Rights Over Grand 
Trunk Western Railroad Company South 
Bend Subdivision Between Munster, Lake 
County Indiana and Thornton Junction 
Cook County Illinois, now assigned April 4, 
1977, at Chicago, 111. will be held in Room 
2503, Everett McKinley Dirksen Building, 
219 South Dearborn Street, instead of 
Room 1319.

MC 134286 (Sub-16), Hlini Express, Inc., now 
being assigned March 17, 1977 at the Offices 
of the Interstate Commerce Commission, 
Washington, D.C.

MC 132170, Jersey Best, Inc., now assigned 
April 18, 1977, at New York, N.Y., will be 
held in Room 2206, Federal Bldg., 26 Fed­
eral Plaza.

MC 136343 Sub 92, Milton Transportation, 
Inc., now assigned April 19, 1977, at New 
York, N.Y., will be held in Room 2206, 
Federal Bldg., 26 Federal Plaza.

MC 138387 Sub 2, Foose Transport, Inc., now 
assigned April 20, 1977, at New York, N.Y., 
will be held in Room 2206, 26 Federal 
Plaza.

MC 142008 Sub 2, William C. Thomas, now 
assigned April 21, 1977 at New York, N.Y., 
will be held in Room 2206, Federal Bldg., 
26 Federal Plaza.

MC 60430 Sub 22, Friedman’s Express, Inc_ 
now assigned April 22, 1977, at New York, 
N.Y., will be held in Room 2206 Federal 
Bldg., 26 Federal Plaza.

MC 142497 Sub 1, Atlanta, Charter Bus 
Service, Inc., now assigned April 18, 1977, 
at Norfolk, Va., will be held in the Main 
Court Room No. 304, U.S. District Court­
house, Federal Bldg.

MC 107583 Sub 59, Salem Transportation Co., 
Inc., now assigned April 4, 1977, at Phila­
delphia, P a ./w ill be held in Room 3240 
William J. Green, Jr., Federal Bldg.. 600 
Arch St.

R obert L. O swald,
Secretary.

[FR Doc.77-7612 Filed 3-14-77;8:45 am]

[Notice No. 346]
ASSIGNMENT OF HEARINGS

March 10,1977.
Cases assigned for hearing, postpone- 
snt, cancellation or oral argument ap- 
ar below and will be published only 
ce. This list contains prospective as- 
tnments only and does not iimluae 
ses previously assigned hearing dates. 
ie hearings will be on the^ kfjies . 
esently reflected in the Official Doc
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of the Commission. An attempt wilt be 
made to publish notices of cancellation 
of hearings as promptly as possible, but 
interested parties should take appropri­
ate steps to insure that they are notified 
of cancellation or postponements of 
hearings in which they are interested.

Correction
MC 141867 Sub 1, Specialized Trucking Serv­

ice, Inc. now being assigned June 9, 1977 (2 
days) at Seattle, Washington in a hearing 
room to be later designated instead òf 3 
days.

R obert L. Oswald, 
Secretary.

[PR Doc.77-7613 Piled 3-14^77;8:45 am]

FOURTH SECTION APPLICATION FOR 
RELIEF

March 10,1977.
An application, as summarized below, 

has been filed requesting relief from the 
requirements of Section 4 of the Inter­
state Commerce Act to permit common 
Carriers named or described in the appli­
cation to maintain higher rates and 
charges at intermediate points than 
those sought to be established at more 
distant points.

Protests to the granting of an applica­
tion must be prepared in accordance with 
Rule 40 of the General Rules of Practice 
(49 CFR 1100.40) and filed within 15 
days from the date of publication of this 
notice in the Federal Register.

FSA No. 43336—Bakery Refuse or 
Sweepings Between Points in Southwest­
ern and Southern Territories. Filed by 
Southwestern Freight Bureau, Agent (No. 
B-664), for interested rail carriers. Rates 
on bakery refuse or sweepings, in bulk or 
in bags or in boxes, in carloads, as de­
scribed in the application, between points 
in southwestern territory, Including Mis­
sissippi River crossings, Memphis, Ten­
nessee and south thereof.

Grounds for relief—Short-line dis­
tance formula and grouping.

Tariff—Supplement 99 to Southwest­
ern Freight Bureau, Agent, tariff SW- 
2004-J, I.C.C. No. 5160.

Rates are published to become effec­
tive op April 10, 1977.

By the Commission,
R obert L. Oswald, 

Secretary.
[PR Doc.77-7614 Filed 3-14-77;8:45 am]

- [Notice No. 34]
MOTOR CARRIER TEMPORARY 

AUTHORITY APPLICATIONS
March 10, 1977.

The following are notices of filing of 
applications for temporary authority 
under Section 210a (a) of the Interstate 
commerce Act provided for under the 
provisions of 49 CFR 1131.3. These rules 
provide that an original and six (6) 
copies of protests to an application may 
be filed' with the field official named in 
the Federal R egister publication no 
a er than the 15th Calendar day after 

the date the notice of the filing of the

application is published in the F ederal 
R egister. One copy o f the protest must 
be served on the applicant, or its au­
thorized representative, if any, and the 
Protestant must certify that such service 
has been made. The protest must iden­
tify the operating authority upon which 
it is predicated, specifying the “MC” 
docket and “Sub” number and quoting 
the particular portion of authority upon 
which it relies. Also, the protestant shall 
specify , the service it can and will pro­
vide and the amount and type of equip­
ment it will make available for use in 
connection with the service contem­
plated by the TA application. The weight 
accorded a protest shall be governed by 
the completeness and pertinence of the 
Protestant’s information..

Except as otherwise specifically noted, 
each applicant states that there will be 
no significant effect on the quality of the 
human environment resulting from ap­
proval of its application.

A copy of the application is on file, and 
can be examined at the Office of the 
Secretary, Interstate Commerce Com­
mission, Washington, D.C., and also in 
the ICC Field Office to which protests 
are to be transmitted.

M otor Carriers of P roperty

No. MC 730 (Sub-No. 403TA), filed 
February 28, 1977. Applicant: PACIFIC 
INTERMOUNTAIN EXPRESS CO., 1417 
Clay St., P.O. Box 958, Oakland, Calif. 
94612. Applicant’s representative: R. N. 
Cooledge (same address as applicant). 
Authority sought to operate as a com­
mon carrier, by motor vehicle, over irreg­
ular routes, transporting: Liquid plastic, 
in bulk, in tank vehicles, from Oxnard, 
Calif., to Swansboro, N.C., for 180 days. 
Supporting shipper: Diamond Shamrock- 
Corporation, 617 Veterans Blvd., Red­
wood City, Calif. 94063. Send protests to: 
A. J. Rodriguez, District Supervisor, 211 
Main, Suite 500, San Francisco, Calif. 
94105.

No. MC 11720 (Sub-No. 12TA), filed 
February 28, 1977. Applicant: WIL­
LIAMS TRUCK SERVICE, 1812 K Ave., 
P.O. Box 40, Sioux Falls, S. Dak. 57101. 
Applicant’s representative: Lyle A. Cle- 
metson (same address as applicant). Au­
thority sought to operate as a contract 
carrier, by motor vehicle, over irregular 
routes, transporting: Meat, meat prod­
ucts, meat by-products and articles dis­
tributed by meat packing plants and 
foodstuffs (except hides and commodi­
ties in bulk, from the plantsites and/or 
warehouse facilities of Geo. A. Hormel 
& Co., at or near Fremont, Nebr., and 
Ottumwa, Iowa, to Logan, W. Va.; Dun- 
ber, W. Va.; Bluefield, W. Va.; Victoria, 
Va., and Ahoskie, N.C., under a continu­
ing contract with George A. Hormel & 
Co., for 180 days. Applicant has also filed 
an underlying ETA seeking up to 90 
days of operating authority. Supporting 
shipper: George A. Hormel & Co., P.O. 
Box 800, Austin, Minn. 55912. Send pro­
tests to: J. L. Hammond, District Super­
visor, Interstate Commerce Commission, 
Bureau of Operations, Room 369, Federal 
Bldg., Pierre, S. Dak. 57501.

No. MC 51146 (Sub-No. 488TA), filed 
February 28, 1977. Applicant: SCHNEI­
DER TRANSPORT, INC., P.O; Box 2298, 
Green Bay, Wis. 54306. Applicant’s repre­
sentative: Neil A. DuJardin (same ad­
dress as applicant) * Authority sought to 
operate as a Common carrier, by motor 
vehicle, over irregular routes, transport­
ing: (a) Meats, meat products, meat by­
products and articles distributed by meat 
packing firms as described in Sections 
A, B and C of Appendix I to the report in 
Motor Carrier Certificates, 61 ai.C.C. 209 
and 766 (except hides and commodities 
in bulk, in tank vehicles); and (B) Food­
stuffs, when moving with the commodi­
ties described in A above, from Madison, 
Wis., to points in Delaware, Connecticut, 
Maine, Maryland, Massachusetts, New 
Hampshire, New Jersey, New York 
Pennsylvania, Rhode Island, Vermont! 
Virginia, West Virginia, and the District 
of Columbia, for 180 days. Supporting 
shipper: Oscar Mayer & Co., Inc., 910 
Mayer Ave., Madison, Wis., 53704. Send 
protests to: Gail Daugherty, Transporta­
tion Assistant, Interstate Commerce 
Commission, Bureau of Operations, U.S. 
Federal Bldg., and Courthouse, 517 E. 
Wisconsin.Ave., Room 619, Milwaukee 
Wis. 53202.

No. MC 107403 (Sub-No. 1002TA), filed 
February 28, 1977. Applicant: MAT- 
LACK, IlfC., Ten W. Baltimore Ave., 
Lansdowne, Pa. 19050. Applicant’s repre­
sentative: Martin C. Haynes, Jr. (same 
address as applicant). Authority sought 
to operate as a common carrier, by motor 
vehicle, over irregular routes, transport­
ing: Plastic and rubber compounds, dry, 
in bulk, in tank vehicles, from Dyersburg, 
Tenn., to Aurora, Ohio; Advance, Mo.; 
Bentonville, Ark.; Big Spring, Tex.; Car­
lyle, HI.; Fort Worth, Tex.; Gainesville, 
Tex.; Hot Springs, Ark.; Hudson, N.H.; 
La Grange, Ga.; Midland, Tex.; North 
Conway, N.H.; Sullivan, Mo., and St. 
Louis, Mo., for 180 days. Applicant has 
also filed an underlying ETA seeking up 
to 90 days of operating authority. Sup­
porting shipper: Dayco Corporation, 333 
W. First St., Dayton, Ohio 45402. Send 
protests to: Monica A. Blodgett, Trans­
portation Assistant, Interstate Commerce 
Commission, 600 Arch St., Room 3238 
Philadelphia, Pa. 19106.

No. MC 107515 (Sub-No. 1055TA), filed 
February 24, 1977. Applicant: REFRIG­
ERATED TRANSPORT CO., INC., P.O. 
Box 308, 3901 Jonesboro Road SE., For­
est Park, Ga. 30050. Applicant’s repre­
sentative: Alan E. Serby, Suite 375, 3379 
Peachtree Road NE., Atlanta, Ga. 30329. 
Authority sought to operate as a com­
mon carrier, by motor vehicle, over irreg­
ular routes, transporting: Meats, meat 
products, meat by-products and articles 
distributed by meat packinghouses, as 
described in Sections A and C of Appen­
dix I to the report in Descriptions in Mo­
tor Carrier Certificates, 61 M.C.C. 209 
and 766; in vehicles equipped with me­
chanical refrigeration, from the plant- 
site and warehouse facilities utilized by 
Monfort Packing Co., a subsidiary of 
Monfort of Colorado, at or near Greeley, 
Colo., to points in Arkansas, Tennessee,
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Louisiana, Mississippi, Alabama, Geor­
gia, North Carolina, South Carolina, 
Florida and Kentucky, for 180 days. Ap­
plicant has. also filed an underlying ETA 
seeking up to 90 days of operating au­
thority. Supporting shipper: Monfort 
Packing Co., a subsidiary of Monfort of 
Colorado, Box G, Greeley, Colo. 80631. 
Send protests to: Sara K. Davis, Trans­
portation Assistant, Bureau of Opera­
tions, Interstate Commerce Commission, 
1252 W. Peachtree St. NW„ Room 546, 
Atlanta, Ga. 30309.

No. MC 110563 (Sub-No. 197TA) filed 
February 28, 1977. Applicant: COLD­
WAY FOOD EXPRESS, INC., P.O. Box 
747,113 N. Ohio Ave., Ohio Bldg., Sidney, 
Ohio 45365. Applicant’s representative: 
John L. Maurer (same address as appli­
cant) . Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Charcoal 
briquetts and related advertising mate­
rials, from Marion, Ohio, to points in 
Alabama, Arkansas, Connecticut, Ken­
tucky, Louisiana, Maine, Maryland, 
Massachusetts, Michigan, Minnesota, 
Mississippi, Missouri, Nebraska, New 
Hampshire, New Jersey, New York, 
North Carolina, North Dakota, Ohio, Ok­
lahoma, Pennsylvania, Rhode Island, 
South Carolina, South Dakota, Tennes­
see, Texas, Vermont, Virginia, West Vir­
ginia, Wisconsin, and the District of Co­
lumbia, for 180 days. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Support­
ing shipper: Great Lakes .Carbon Cor­
poration, 229 Park Ave., New York 10017. 
Send protests to: Keith D. Warner, Dis­
trict Supervisor, Bureau of Operations, 
Interstate Commerce Commission, 313 
Federal Office Bldg., 234 Summit St., 
Toledo, Ohio 43604.

No. MC 114457 (Sub-No. 291TA), filed 
February 23, 1977. Applicant: DART 
TRANSIT COMPANY, 2102 University 
Ave., St. Paul, Minn. 55114. Applicant’s 
representative: James C. Hardman, 33
N. LaSalle St., Chicago, 111. 60602. Au­
thority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Metal containers 
and metal container ends, from Danville, 
HI., to Franklin, Ky., and Memphis, 
Tenn., for 180 days. Applicant has also 
filed an underlying ETA seeking up to 90 
days of operating authority. Supporting 
shipper: The Continental Group, Inc., 
150 W. Wacker Drive, Chicago, 111. 60606. 
Send protests to: Marion L. Cheney, 
Transportation Assistant, Interstate 
Commerce Commission, Bureau of Op­
erations, 414 Federal Bldg., and U.S. 
Courthouse, 110 S. 4th St., Minneapolis, 
Minn. 55401.

No. MC 114457 (Sub-No. 292TA), filed 
February 25, 1977. Applicant: DART 
TRANSIT COMPANY, 2102 University 
Ave., St. Paul, Minn. 55114. Applicant’s 
representative: James H. Wills (same 
address as applicant). Authority sought 
to operate as a common carrier, by mo­
tor vehicle, over irregular routes, trans­
porting: Foodstuffs (except commodities 
in bulk), from the plantsites and ware­

house facilities of Jeno’s, Inc., at Duluth, 
Minn., and Superior, Wis., to points in 
Alabama, Georgia, Louisiana, Missis­
sippi, North Carolina, South Carolina, 
and Tennessee, restricted to the traffic 
originating at and destined to the above- 
named points, for 180 days. Supporting 
shipper: Jeno’s, Inc., 525 Lake Ave., 
South, Duluth, Minn. 55802. Send pro­
tests to: Marion L. Cheney, Transporta­
tion Assistant, Interstate Commerce 
Commission, Bureau of Operations, 414 
Federal Bldg.I and U.S. Courthouse, 110 
S. 4th St., Minneapolis, Minn. 55401.

No. MC 114632 (Sub.-No. 101TA), filed 
February 25, 1977. Applicant: APPLE 
LINES, INC., 212 S.W. Second St., P.O. 
Box 287, Madison, S. Dak. 47042. Appli­
cant’s representative: Robert D. Gisvold, 
1000 First National Bank Bldg., Minne­
apolis, Minn. 55402. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport­
ing: Meat, meat products, and meat by­
products and articles distributed by meat 
packinghouses, as described in Sections 
A and C of Appendix I to the report in 
Descriptions in Motor Carrier Certifi­
cates, 61 M.C.C. 209 and 766 (except hides 
and commodities in bulk), from the 
plantsite and facilities of Spencer Foods, 
Inc., at or near Schuyler, Nebr., to Chi­
cago, 111., and its Commercial Zone, for 
180 days. Applicant has also filed an un­
derlying ETA seeking up to 90 days of 
operating authority. Supporting ship­
per: Spencer Foods, Inc., P.D. Box 1228, 
Spencer, Iowa 51301. Send protests to:
J. L. Hammond, District Supervisor, In­
terstate Commerce Commission, Bureau 
of Operations, Room 369, Federal Bldg., 
Pierre, S. Dak. 57501.

No. MC 118159 (Sub-No. 199TA), 
filed February 28, 1977. Applicant: NA­
TIONAL REFRIGERATED TRANS­
PORT, INC., P.O. Box 51366, Dawson 
Station, Tulsa, Okla. 74151. Applicant’s 
representative: Warren Taylor (same 
address as applicant). Authority sought 
to operate as a common carrier, by motor 
vehicle, over irregular routes, transport­
ing: Meats, meat products, -meat by­
p roductsand  articles distributed by 
meat packinghouses, as described in Sec­
tions A, B and C of Appendix I to the re­
port in Descriptions in Motor Carrier 
Certificates 61 M.C.C. 209 and 766 (ex­
cept hides and commodities in bulk), 
from Sterling, Colo., to points in Louisi­
ana, Maryland, Massachusetts, Missis­
sippi, New Jersey, New York and Penn­
sylvania, for 180 days. Applicant has also 
filed ap underlying ETA seeking up to 90 
days of operating authority. Supporting 
shipper: Sterling' Colorado Beef Com­
pany, P.O. Box 1728, Sterling, Colo. 
80751. Send protests to: Joe Green, Dis­
trict Supervisor, Room 240 Old Post 
Office Bldg., 215 N.W. Third St., Okla­
homa City, Okla. 73102.

No. MC 118989 (Sub-No. 153TA), filed, 
February 28, 1977. Applicant: CON­
TAINER TRANSIT, INC., 5223 S. 9th St., 
Milwaukee, Wis. 53221. Applicant’s rep­
resentative: Albert A. Andrin, 180 N. La­
Salle St., Chicago, 111. 60601. Authority

sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Drums, iron or steel, S.U. 
with plastic liners, drums, fibreboard
S.U., with plastic liners, from Addison, 
HI., to Morenci and Romulus, Mich., for 
180 days. Applicant has also filed an un­
derlying ETA seeking up to 90 days of op­
erating authority. Supporting shipper: 
Container Corporation of America, 500
E. North Ave., Carol Stream, 111. 60187. 
Send protests to: Gail Daugherty, Trans­
portation Assistant, Interstate Com­
merce Commission, Bureau of Opera­
tions, U.S. Federal Bldg., and Court­
house, 417 E. Wisconsin Ave., Room 619, 
Milwaukee, Wis 53202.

No. MC 119741 (Sub-No. 63TA), filed 
February 25, 1977. Applicant: GREEN 
FIELD TRANSPORT COMPANY, INC., 
P.O. Box 1235, RFD No. 2, Fort Dodge, 
Iowa 50501. Applicant’s representative:
D. L. Robson (same address as appli­
cant). Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Meats, 
meat products and meat by-products and 
articles distributed by meat packing- 
housesi as described in Sections A and C 
of Appendix I to the report in Descrip­
tions in Motor Carrier Certificates, 61
M.C.C. 209 and 766 (except hides and 
commodities in bulk), from the plant- 
sites and warehouse facilities of Del 
Pero-Mondon Meat Company, Sunflower 
Beef Division, a t or near Wichita, Kans., 
to points in North Dakota, South Dakota, 
Nebraska, Minnesota, Missouri, Iowa, 
Wisconsin, Illinois, Michigan, Indiana, 
Kentucky, Ohio, New York and Pennsyl­
vania, for 180 days. Applicant has also 
filed an underlying ETA seeking up to 90 
days of operating authority. Supporting 
shipper: Del Pero-Mondon Meat Com-, 
pany, Sunflower Beef Division, P.O. Box 
8183, Wichita, Kans. 67207. Send protests 
to: Herbert W. Allen, District Super­
visor, Bureau of Operations, interstate 
Commerce Commission, 518 Federal 
Bldg., Des Moines, Iowa 50309.

No. MC 123407 (Sub-No. 357TA), filed 
February 28, 1977. Applicant: SAWYER 
TRANSPORT, INC., U.S. Highway 6, 
South Haven Square, Valparaiso, Ind. 
46383. Applicant’s representative: Step­
hen H. Loeb, Suite 1606, 33 N. LaSalle 
St., Chicago, 111. 60602. Authority sought 
to operate as a common carrier, by motor 
vehicle, over irregular routes, transport­
ing: Flat glass, in trailers with metal “A” 
frames, from the plantsite of Fourco 
Glass Co., Jerry Run Division, located in 
Taylor County, W. Va., to points in the 
United States in and east of Colorado, 
Montana, New Mexico and Wyoming (ex­
cept Florida, Georgia, North Carolina, 
South Carolina, Tennessee and Virginia), 
for 180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days 
of operating authority. Supporting Ship­
per: Fourco Glass Co., Jerry Run Divi­
sion, P.O. Box 2230, Clarksburg, W. Va. 
26301. Send protests to: J. H. Gray, Dis­
trict Supervisor, Bureau of Operations, 
Interstate Commerce Commission, 34J 
W. Wayne St., Suite 113, Fort Wayne, 
Ind. 46802.
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No. MC 128256 (Sub-No. 31TA), filed 

February 28, 1977. Applicant O. W. 
BLOSSER, doing business as BLOSSER 
TRUCKING, 215 N. Main St., Middle- 
bury, Ind. 46540. Applicant’s representa­
tive: Lippman and Sulverman, Suite 550 
Federal Bar Bldg., 1819 H. St., NW., 
Washington, D.C. 20006. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Plastic moldings, from 
Middlebury, Ind., to points in the United 
States (except Alaska and Hawaii), for 
180 days. Supporting shipper: Abitibi 
Corporation, Middlebury, Ind. 46540. 
Send protests to: J. H. Gray, District 
Supervisor, Bureau of Operations, Inter­
state Commerce Commission, 343 W. 
Wayne St., Suite 113, Fort Wayne, Ind. 
46802.

No. MC 128273 (Sub-No. 251TA), filed 
February 24, 1977. Applicant: MID­
WESTERN DISTRIBUTION, INC., P.O. 
Box 189, 121 Humboldt St., Fort Scott, 
Kans. 66701. Applicant’s representative: 
Elden Corban (same address as appli­
cant) . Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Pet food, 
from the plantsite and storage facilities 
of the Van Camp Seafood Company, at 
San Diego, Calif., to the plantsites and 
storage facilities of Ralston Purina Co., 
at Denver, Colo., Clinton and Davenport, 
Iowa, and Milan and Rock Island, HI., for 
180 days. Applicant has also filed an un­
derlying ETA seeking up to 90 days of 
operating authority. Supporting shipper: 
Ralston Purina Co., Checkerboard 
Square, St. Louis, Mo. 63188. Send pro­
tests to: M. E. Taylor, District Super­
visor, Interstate Commerce Commission, 
Suite 101 Litwin Bldg., 110 N. Market, 
Wichita, Kans. 67202.

No. MC 129615 (Sub-No. 25TA), filed 
February 28, 1977. Applicant: AMERI­
CAN INTERNATIONAL DRIVEAWAY, 
P.O. Box 545, 123 N. First St., Decatur, 
Ind. 46733. Applicant’s representative: E. 
Drayson Helmer (same address as appli­
cant) . Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Truck 
campers, in motor carrier service, be­
tween points in Elkhart County, Ind., on 
the one hand, and, on the other, points 
in the United States, including Alaska 
and Hawaii, for 180 days. Supporting 
shippers: Amerigo, Inc., P.O. Box 578, 
Bristol, Ind. 46507. Fleetwing Travelers, 
Inc., P.o. Box 84, Nappanee, Ind. 46550. 
Honey Recreational Vehicles, Inc., 1809 
W. Hively, Elkhart, Ind. 46514. Travel 
Equipment Corporation, Box 512, Gosh­
en, Ind. 46526. Send protests to: J. H. 
Gray, District Supervisor, Bureau of Op­
erations, Interstate Commerce Commis­
sion, 343 W. Wayne St., Suite 113, Fort 
Wayne, Ind. 46802.

No. MC 135283 (Sub-No. 19TA), filed 
February 25, 1977. Applicant: GRAND 
ISLAND MOVING AND STORAGE CO., 
INC., P.o. Box 1665, East Hwy. 30, Grand 
Island, Nebr. 68801. Applicant’s repre­
sentative: Gailyn L. Larsen, P.O. Box 
81849, Lincoln, Nebr. 68501. Authority 
sought to operate as a common carrier,

by motor vehicle, over irregular routes, 
transporting: Meats, meat products, 
meat by-products and articles distributed 
by meat packinghouses, from the plant- 
site and storage facilities of Minden Beef 
Company, at or near Minden, Nebr., to 
points in Connecticut and New York, for 
180 days. Supporting shipper: Michael 
Smith, Office Manager, Minden Beef 
Company, P.O. Box 70, Minden, Nebr. 
68959. Send protests to: Max H. Johns­
ton, District Supervisor, 285 Federal 
Bldg., & Courthouse, 100 Centennial Mall 
North, Lincoln, Nebr. 68508.

No, MC 136981 (Sub-No.* 4TA), filed 
February 28, 1977. Applicant: BLAIR 
CARTAGE, INC., 13658 Auburn Road, 
P.O. Box 52, Newbury, Ohio 44065. Ap­
plicant’s representative: LewisS. Wither­
spoon, 88 E. Broad St., Suite 930, Colum­
bus, Ohio 43215. Authority sought to 
operate as a  contract carrier, by motor 
vehicle, over irregular routes, transport­
ing: Litharge, nepheline syenite, soda 
ash, glass, bulbs, glass rods and tubing, 
glassware, K. D. etal acks, cullet, electric 
lamps, batteries and battery chargers, 
lighting fixtures, holiday decorations, K.
D. packaging materials, steel nestainers 
and propane gas, for the General Electric 
Company, between points in Illinois, 
Indiana, Ohio, Michigan, Buffalo, N.Y.; 
points in Pennsylvania west of Inter­
state Highway 76; (Penna. Turnpike) 
and north of Interstate Highway 70; and 
points of entry at the International 
Border between the United States and 
Canada, at Buffalo, N.Y., and Detroit, 
Mich.; also propane movements between 
points in Ohio, Lexington, Ky., and 
Bridgeville, Pa., and between Hutchin­
son, Kans., and points in Ohio, Lexing­
ton, Ky., and Bridgeville Pa. under a 
continuing contract with General Elec­
tric Company for 180 days. Applicant has 
also filed an underlying ETA seeking up 
to 90 days of operating authority. Sup­
porting shipper: General Electric Com­
pany, Comp. No. 4504, Nela Park, Cleve­
land, Ohio 44112, Send protests to: James 
Johnson, District Supervisor, Interstate 
Commerce Commission, Bureau of Op­
erations, 181 Federal Office Bldg., 1240 E. 
Minth St., Cleveland, Ohio 44199.

No. MC 138235 (Sub-No. IOTA), filed 
February 23, 1977. Applicant: DECKER 
TRANSPORT CO., INC., 412 Route 23, 
Pompton Plains, N.J. 07444. Applicant’s 
representative: George A. Olsen, 69 Ton- 
nele Ave., Jersey City, N.J. 07306. Au­
thority sought to operate as a contract 
carrier, by motor vehicle, over irregular 
routes, transporting (1) Motor vehicles, 
hardware, conveyors and conveyor equip­
ment, furniture, lawn mowers, power 
equipment, wheel goods, and bicycles;
(2) Parts, attachments and accessories 
for the commodities in (1) above; and
(3) Materials, equipment and supplies 
(except commodities in bulk), used in the 
manufacture or sale of the commodities 
in (1) and (2) above, from the facilities 
of MTD Products, Inc., a t Cleveland and 
Willard, Ohio, to the facilities of MTD 
Products, Inc., at Indianola, Miss.; from 
the facilities of MTD Products, Inc. at 
Indianola, Miss., to points in Illinois, 
Indiana, Kentucky, Ohio and points in

the commercial Zones of St. Louis, Mo., 
and Detroit, Mich., under a continuing 
contract with MTD Products, Inc., for 
180 days. Applicant has also filed an un­
derlying ETA seeking up to 90 days of 
operating authority. Supporting shipper: 
MTD Products, Inc., 979 S. Conwell, P.O. 
Box 329, Willard, Ohio 44890. Send pro­
tests to: Joel Morrows, District Super­
visor, Interstate Commerce Commission, 
9 Clinton St., Newark, N.J. 07102.

No. MC 138627 (Sub-No. 18TA), filed 
February 28, 1977. Applicant: SMITH- 
WAY MOTOR XPRESS, INC., P.O. Box 
404, Route 4, Fort Dodge, Iowa 50501. 
Applicant’s representative: Arlyn L. 
Westergren, Suite 530 Univac Bldg., 7100 
W. Center Road, Omaha, Nebr. 68106. 
Authority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Precast and pre­
stressed concrete products; casting forms 
and components, used in the manufac­
ture of precast and prestressed concrete 
products; and equipment used in the 
handling of precast and prestressed con­
crete products, from the facilities of 
Rocky Mountain Pre-Stress Group, at 
Kansas City, Kans., to points in Colo­
rado, Illinois, Iowa, Missouri, Nebraska 
and Oklahoma, for 180 days. Applicant 
has also filed an underlying ETA seeking 
up to 90 days of operating authority. 
Supporting shipper: Rocky Mountain 
Pre-Stress Group, P.O. Box 11307, Kan­
sas City, Kans. 66111. Send protests to: 
Herbert W. Allen, District Supervisor, 
Interstate Commerce Commission, Bu­
reau of Operations., 518 Federal Bldg., 
Des Moines, Iowa 50309.

No. MC 139193 (Sub-No. 58TA), filed 
February 24,1977. Applicant: ROBERTS 
& OAKE, INC., 527 E. 52nd St., North, 
P.O. Box 1356, Sioux Falls, S. Dak. 57101. 
Applicant’s representative: Jacob Billig, 
Suite 300, 2033 K St. N.W., Washington, 
D.C. 20006. Authority sought to operate 
as a contract carrier, by motor vehicle, 
over irregular routes, transporting: 
Meats, meat products, meat by-products 
(except hides and commodities in bulk, 
in tank vehicles), as described in Ap­
pendix I of Descriptions in Motor Carrier 
Certificates, 61 M.C.C. 209 and 766, from 
the plantsite and storage facilities of 
Royal Packing Company, a t or near Na­
tional Stockyards, 111., and St. Louis, Mo., 
to points in Connecticut, Maryland, Mas­
sachusetts, Pennsylvania, New Jersey, 
New York, and Washington, D. C., under 
a continuing contract with Royal Pack­
ing Company, for 180 days. Applicant has 
also filed an underlying ETA seeking up 
to 90 days of operating authority. Sup­
porting shipper: Royal Packing Com­
pany, St. Clair Ave. & Ice Plant Road, 
P.O. Box 156, National Stockyards, 111. 
62071. Send protests to: J. L. Hammond, 
District Supervisor, Interstate Commerce 
Commission, Bureau of Operations, 
Room 369, Federal Bldg., Pierre, S. Dak. 
57501.

No. MC 139495 (Sub-No. 197TA), filed 
February 25, 1977. Applicant: NA­
TIONAL CARRIERS, INC., P.O. Box 
1358,1501 E. 8th St., Liberal, Kans. 67901. 
Applicant’s representative: Herbert Alah 
Dubin, 1819 H St. NW., Suite 1030, Wash-
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ington, D.C. 20006. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport­
ing: (1) Aquariums and aquarium sup­
plies and (2) Materials and supplies used 
in the manufacture of aquariums, (1) 
from Canton, Ga., to points in Washing­
ton, Oregon, California, Nevada, Ari­
zona, Utah and Idaho; and (2) from 
points in Washington, Oregon, Califor­
nia, Nevada, Arizona, Utah and Idaho, 
to Canton, Ga., restricted to the trans­
portation of shipments originating at or 
destined to the facilities of Triton Indus­
tries, Inc., at Canton, Ga., for 180 days. 
Supporting shipper: O’Dell Manufactur­
ing, Inc., Triton Industries, Inc., P.O. 
Box 1242 Univeter Road, Canton, Ga. 
30114. Send protests to: M. E. Taylor, 
District Supervisor, Interstate Commerce 
Commission, Suite 101 Litwin Bldg., 110
N. Market, Wichita, Kans. 67202.

No. MC 140166 (Sub-No. 5TA), filed 
February 25, 1977. Applicant: JOHN L. 
SMITH, P.O. Box 196, Moreland, Idaho 
83256. Applicant’s representative: Jerold 
G. Oldroyd, 485 “E” St., Idaho Falls, 
Idaho 83401. Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: Ani­
mal feeds and feed ingredients, from 
Pocatello, Idaho, to points in Cascade, 
Carbon, Chouteau, Fergus, Glacier, Ju­
dith, Basin, Lewis and Clark, Liberty, 
Missoula, Phillips, Pondera, Powell, Te­
ton and Toole Counties, Mont., for 180 
days. Supporting shipper: Ralston Pu­
rina, P.O. Box 2025, Pocatello, Idaho 
83201. Send protest to; Barney L. Hardin, 
District Supervisor, Interstate Com­
merce Commission, 550 W. Fort St., P.O. 
Box 07, Boise, Idaho 83724.

No. MC 142463 (Sub-No. 1TA), filed 
February 25, 1977. Applicant: SPECIAL­
IZED HAULING, INC., 1500 Omaha St., 
P.O. Box 567, Sioux City, Iowa 51102. Ap­
plicant’s representative: Stewart A. Huff, 
314 Security Bank Bldg., Sioux City, Iowa 
51101. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Hides, 
from the plantsite and storage facilities 
of Great Plains Processing, a joint ven­
ture, located within the commercial zone 
of Sioux City, Iowa, to points in Saco, 
South Paris and Hartland, Maine; Wil­
liamsport, Md.; Danvers, Peabody, Sa­
lem, Woburn and Lynn, Mass.; Man­
chester, Nashua and Penacook, N.H.; 
Newark, N.J.; Gloversville and Gowanda, 
N.Y.; Coudersport, Curwensville, West- 
field, Reading and Westover, Pa.; Luray 
and Richmond, Va.; and Frank, W. Va., 
and to points in the Commercial Zones 
of the cities named above, for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operating 
authority. Supporting Shipper: Marvin 
Phillips, Traffic Manager, Great Plains 
Processing, 1100 Cunningham Drive, 
Sioux City, Iowa 51107. Send protests to: 
Carroll Russell, District Supervisor, In­
terstate Commerce Commission, Suite 
620,110 N. 14th St., Omaha, Nebr. 68102.

No. MC 142463 (Sub-No. 2TA), filed 
February 25,1977. Applicant: SPECIAL­
IZED HAULING, INC., 1500 Omaha St., 
P.O. Box 567, Sioux City, Iowa 51102. Ap­
plicant’s representative: Jack H. Blan- 
shan, 205 W.' Touhy Ave., Park Ridge, 
111. 60068. Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: 
Hides, from the plantsite and storage 
facilities of Spencer Foods, Inc., located 
at or near Spencer, Iowa, to points in 
Saco, South Paris, and Hartland, Maine; 
Williamsport, Md.; Danvers, Peabody, 
Salem and Woburn, Mass.; Dover, Man­
chester and Nashua, N.H.; Newark, N.J.; 
Gloversville and Gowanda, N.Y.; Cau- 
dersport, Curwensville, Westfield and 
Westover, Pa., and Luray, ya., and to 
points in the commercial zones of the 
cities named above, for 180 days. Ap­
plicant has also filed an underlying ETA 
seeking up to 90 days of operating au­
thority. Supporting shipper: Kent Eg­
gleston, Corporate Traffic Manager, 
Spencer Foods, Inc., 225 W. 21st St., 
Spencer, Iowa 51301. Send protests to: 
Carroll Russell, District Supervisor, In ­
terstate Commerce Commission, Suite 
620, 110 N. 14th St., Omaha, Nebr. 68102.

No. MC 142956TA, filed February 25, 
1977. Applicant: M & S TRUCKING CO., 
INC., 1430 N. Clarence, Wichita, Kans. 
67202. Applicant’s representative: Don­
ald J. Quinn, Suite 900, 1012 Baltimore, 
Kansas City, Mo. 64105. Authority 
sought to operate as a contract carrier, 
by motor vehicle, over irregular routes, 
transporting: Hanging fresh beef meat 
carcasses, from the Dubuque Packing Co., 
at Wichita, Kans., to the Hickman Pack­
ing Co., Inc., a t Newark, N.J., under a 
continuing contract with Hickman Pack­
ing Company, Inc., for 180 days. Appli­
cant has also filed an underlying ETA 
seeking up to 90 days of operating au­
thority. Supporting shipper: Hickman 
Packing Company, Inc., 1 Lackawanna 
Ave., Newark, N.J. Send protest to: M. E. 
Taylor, District Supervisor, Interstate 
Commerce Commission, Suite 101 Litwin 
Bldg., i  10 N. Market, Wichita, Kans. 
67202.

No. MC 142957TA, filed February 25, 
1977. Applicant: NETWORK TRANS­
PORTATION SYSTEMS, INC., 35 
Brown St., Washington, N.J. 07882. Ap­
plicant’s representative: Robert B. Pep­
per, 168 Woodbridge Ave., Highland 
Park, N.J. 08904. Authority sought to op­
erate as a contract carrier, by motor ve­
hicle, over irregular routes, transport­
ing: Audio visual equipment, and ma­
terials and supplies used in connection 
therewith (except in bulk), between 
points in the United States (except 
Alaska and Hawaii), under a continuing 
contract with Caribiner, Inc., for 180 
days. Supporting shipper: Caribiner, 
Inc., 16 W. 61st St., New York, N.Y. 
10023. Send protests to: Joel Morrows, 
District Supervisor, Interstate Com­
merce Commission, 9 Clinton St., New­
ark, N.J. 07102.

No. MC 142958TA, filed February 25, 
1977. Applicant: EMERGENCY MEDI­
CAL DELIVERIES, INCORPORATED, 
3135 Copeland Blvd., Toledo, Ohio 43614. 
Applicant’s representative: Michael M. 
Briley, 300 Madison Ave., Toledo, Ohio
43603. Authority sought to operate as a 
common carrier, by motor vehicle, over 
iregular routes, transporting: Medicinal 
intravenous solutions and dialysis pa­
tient treatment kits and materials and 
supplies used in connection therewith 
including mineral water and liquid for­
maldehyde, between Toledo, Ohio, on 
the one hand, and, points located in the 
lower peninsula of Michigan and Indi­
ana on the other, restricted against 
transporttaion in bulk, in tank vehicles, 
for 180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days of 
operating authority. Supporting ship­
per: Systema East, 3623 Marine Road, 
Toledo, Ohio 43609. Send protests to: 
Keith D. Warner, District Supervisor, 
Bureau of Operations, Interstate Com­
merce Commission, 313 Federal Office 
Bldg., 234 Summit St., Toledo, Ohio
43604.

By the Commission,
R obert L. Oswald,
; Secretary.

[PR Doc.77-7615 Filed 3-14-77:8:45 am]

[No. 36053 (Sub-No. 1) ]
DEPARTMENT OF AGRICULTURE, STATE 

OF MONTANA
Petition for a Declaratory Order— Appli­

cable Level of Rates on Montana Intra­
state Traffic

March 10, 1977.
Upon consideration of the record in 

No. 36053, Montana Intrastate Rail 
Freight Rates and Charges, 1974, the 
petition of the Department of Agricul­
ture—State of Montana, for a declara­
tory order filed November 29, 1976, and 
the reply in opposition thereto by the 
Montana Railroads filed December 8, 
1976; and

It appearing, that 'by order of the 
Commission served November 21, 1974, 
ah investigation proceeding was insti­
tuted pursuant to section 13(3) and 13
(4) of the Interstate Commerce Act, that 
an initial decision was served Decem­
ber 19, 1975, and a report and order of 
the Commission, Division 2, was served 
on July 26, 1976, finding Montana intra­
state freight rates and charges the cause 
of unjust discrimination against, and an 
undue burden on, interstate commerce 
and prescribing a basis for removal;

It further appearing, that (1) a fur­
ther petition for reconsideration was 
filed on August 13, 1976, by the Consu­
mer Counsel for the State of Montana,
(2) a petition to stay the effective date 
of the Commission’s order served July 26, 
1976, was filed on August 16,1976 by the 
Department of Agriculture—State of 
Montana, and (3) the Montana Rail­
roads published tariff supplements mak­
ing the increased rates and charges on
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Montana intrastate traffic effective on 
August 19, 1976, pursuant to the Com­
mission’s order served July 26, 1976;

It further appearing, that by notice 
to the parties, served August- 30, 1976, 
the Commission stated that its order 
served July 28, 1976, had not yet become 
effective, and that pursuant to section 
17(8) of the Act it was stayed pending 
disposition of an appropriate petition for 
reconsideration filed August 13, 1976;

It further appearing, that by order 
served October 27, 1976, the Commission 
denied reconsideration and permitted 
the disputed increases to become effec­
tive forthwith but not later than No­
vember 11, 1976;

And it further appearing that under 
section 17(7) and 17(8) of the act and 
Rule 101 of the Commission’s General 
Rules of Practice, 49 CFR § 1100.101, any 
decision, order, or requirement made 
after reconsideration, reversing, chang­
ing, or modifying the original determi­
nation, is itself subject to reconsidera­
tion and the decision, order, or require­
ment is stayed pending disposition, but 
that the enactment of the Railroad Re­

vitalization and Regulatory Reform Act 
of 1976, Pub. L. 94-210, on February 5, 
1976, altered the above sections of the 
act and Commission procedures appli­
cable thereto, and that such alteration 
may affect rail proceedings instituted 
both before and after its date of enact­
ment;

Wherefore, and for good cause:
It is ordered, That pursuant to section 

554(e) of the Administrative Procedure 
Act, 5 U.S.C-. § 554(e), and in the exer­
cise of the Commission’s sound discre­
tion thereunder, this petition for a de­
claratory -order be, and it is hereby, 
granted.

It is further ordered, That this pro­
ceeding be, and it is hereby, instituted to 
clarify the matters herein including the 
effect of the new legislation on the proper 
effective date of the increased rates and 
charges in Montana intrastate traffic 
and whether refunds are due;

It is further ordered, That petitioner 
and the Montana Railroads be, and they 
are hereby, required to participate in this 
proceeding and that all other parties de­
siring to participate shall make such fact

known by notifying the Office of Proceed­
ings, Room 5342, Interstate Commerce 
Commission, Washington, D.C. 20423, on 
or before April 4, 1977, and that as soon 
as practicable, after the date of indicat­
ing a desire to participate, the Commis­
sion will serve a list of the names and ad­
dresses of all persons whom service of an 
opening and reply statement shall be 
made;

And it is further ordered, That a copy 
of this order be served upon petitioner 
and all parties to No. 36053, that a copy 
be deposited in the Office of the Secre­
tary, Interstate Commerce Commission, 
Washington, D.C., and that a copy of this 
order be given t© the public by delivery 
of a copy thereof to the Director, Office 
of the Federal Register for publication 
therein.

Dated at Washington, D.C., this 4th 
day of March, 1977.

By the Commission,
R obert L. Oswald, 

v Secretary.
[FR Doc.77-7616 Filed 3-16-77;8:45 am]
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T itle 29— Labor
CHAPTER XXV— PENSION AND WELFARE 

BENEFIT PROGRAMS
PART 2520— RULES AND REGULATIONS

FOR REPORTING AND DISCLOSURE
Summary Plan Description Requirements;

Interim Regulations
AGENCY: Department of Labor.
ACTION: Pinal rules, plus Interim rules 
that are effective only through the latter 
of July 15, 1977 or 120 days after a plan 
becomes subject to Title I of the Act 1974. 
The interim rules are also proposals; 
comments on the final form they should 
take are invited.
SUMMARY: These regulations give 
rules on what must be in the summary 
plan description (SPD), the basic in­
formation package that employee bene­
fit plans must give to participants and 
beneficiaries. The regulations also say 
when SPDs must be given out and filed 
with the Secretary of Labor, and set 
many other standards—for example, 
that SPDs must be simple and clear.
EFFECTIVE DATE: March 15, 1977.
ADDRESSES: Interested persons are in­
vited to submit written data, views or 
arguments by April 15, 1977 concerning 
the following interim and proposed sec­
tions : § 2520.102-3 (m), 2520.102-3 (t) ,
2520.104-26, 2520.104-27, 2520.104b-2(d)
(2), 2520.104b-2(e) (2) and 2520.104b-2
(f). Such data, views and arguments 
should be submitted to the Office of Reg­
ulatory Standards and Exceptions, Pen­
sion und Welfare Benefit Programs, 
Room C-4526, U.S. Department of Labor, 
Washington, D.C. 20216. Attention: SPD 
Regs. All comments should be clearly ref­
erenced to the section to which they are 
directed.
FOR FURTHER INFORMATION CON­
TACT: Robert Doyle, Pension and Wel­
fare Benefit Programs, U.S. Department 
of Labor, Washington, D.C. Area Code 
202-523-8685.
SUPPLEMENTARY INFORMATION:

The supplementary information on 
these rules is divided into two parts. Part 
I, “Description of the Rules”, is a gen­
eral, nontechnical description of what 
the rules require. It is written for the 
reader who is not a professional or an 
expert in the field of employee benefit 
plans. Part n ,  “Technical Explanation 
of the Regulation”, contains discussions 
of the background and major issues in­
volved, of significant differences between 
the proposed sections published in the 
Federal R egister on June 9, 1975 and 
the final sections published here, and of 
substantive public comments on the pro­
posals, as well as findings required by the 
Act and detailed explanations of certain 
technical requirements.

Part I is designed to help readers to 
find the sections of the regulation or of 
the Part n  technical explanations that 
they need for more detailed information. 
Part I starts with a general description 
of what the regulations are about. Next 
there is a list of the major subjects cov­
ered by the regulations, and the sections

of the regulation and technical explana­
tion that apply to each.
P art I— D escription op t h e  R egulations

GENERAL

Under the Employee Retirement In­
come Security Act of 1974 (ERISA), the 
SPD is the basic document which informs 
a participant or beneficiary of the terms 
of his or her plan. It gives the participant 
or beneficiary an understanding of how 
the plan works, what benefits it provides 
and how to get them. I t  also provides 
basic information for making decisions 
on things like changing jobs or retiring. 
In order to carry out this purpose, the 
Act says in some detail what kinds of 
information must be in the SPD, what 
kind of language to use (clear and sim­
ple), and the group of people who must 
be given an SPD. The Act also contains 
requirements which insure that this in­
formation is kept current. If the plan is 
changed in an important way during a 
year, the participants and beneficiaries 
must receive a summary of that change. 
The Act requires that every five or ten 
years the participants and beneficiaries 
must be given a whole new SPD that in­
cludes all the changes that have been 
made during that period.

Almost all pension and welfare plans 
maintained by private employers must 
have an SPD. Welfare plans include med­
ical and hospitalization plans, disability 
plans, life insurance plans and others. 
The SPD must be filed with the Depart­
ment of Labor and a copy must be given 
to each person who is a participant in 
the plan or who is receiving benefits from 
a pension plan. The dates by which this 
must be done are described below.

There are much different rules for dif­
ferent groups of plans. The different 
rules are discussed below under the head­
ing “Classes of Plans”; the groups are 
as follows:

Plans which furnished an ERISA No­
tice to participants, and new plans es­
tablished after December 2,1976.

Plans which filed a Form EBS-1 Plan 
Description with the Department and 
furnished copies of it to participants be­
fore June 16,1975.

Plans which filed an SPD with the De­
partment and furnished copies of it t6 
participants on or before May 30, 1976, 
and relied on the proposed regulations 
concerning SPDs.

All other plans which filed a copy of 
the SPD with the Department and furn­
ished copies of it to participants; before 
March 15, 1977.

There are also some optional rules 
which may be used for certain special 
situations. These are discussed below 
under the heading “Special Cases”.

STYLE AND FORMAT

In view of the fact that the SPD is a 
document which is intended for use by 
participants in a plan, the regulations 
require that it be written in such a way 
that it can be understood by the average 
participant in the plan. In most cases this ; 
will mean that technical and legal jargon 
shoud be eliminated, examples and illus­
trations should be provided, and addi-

tional aids such as a table of eontents 
should be used. Furthermore, the SPD 
must not be slanted in a way that em­
phasizes the benefits that a plan pro­
vides and plays down the plan terms 
which may causé a participant to lose 
benefits or fail to qualify for them. For 
example, provisions which might cause 
an employee to lose benefits may not be 
in fine print. In short, the description of 
the plan must be fair and even-handed.

There is a special provision in the reg­
ulation dealing with plans where sub­
stantial numbers of participants are not 
literate in English, but are literate in a 
foreign language. The regulation pro­
vides that if the group that is literate 
in the foreign language is a large enough 
portion of plan participants, there must 
be a notice in the SPD, in that language, 
which offers help to them. The help does 
not have to be given in writing, but it 
must be in the foreign language.

CONTENT

The regulation contains a list of items 
that must be included in the SPD. All 
plans must include information which 
identifies the plan and the kinds of bene­
fits it provides. The names and addresses 
of the persons responsible for operating 
the plan must be included, as well as the 
name of the person who is authorized to 
receive service of process if the plan is 
sued. If the plan is maintained under a 
labor agreement, this must be stated and 
the agreement must be made available to 
participants.

The SPD must describe plan benefits 
and the conditions a participant must 
meet to get them. There must also be a 
description of any terms of the plan 
which could result in a participant los­
ing benefits.

The SPD for a pension plan must state 
whether the benefits of the plan are 
covered by plan termination insurance 
under Title IV of ERISA. If they are 
not, the SPD must explain why. If the 
benefits are insured, the SPD must give 
a summary of the insurance coverage, 
and state that further information can 
be obtained from the plan administrator 
or from the Pension Benefit Guaranty 
Corporation. The address of the Corpo­
ration miist be included. To make com­
pliance easier, the regulations include a 
standard statement which may be used 
to satisfy these requirements.

All SPDs must contain a description of 
the plan’s claims procedure. These are 
the steps that a participant must take 
to file a claim for benefits, the steps that 
a plan must take to handle the claim, 
and the rules concerning how a partici­
pant may make an appeal if his claim 
is denied. The Department will be issuing 
regulations on this subject in a very 
short time. *

The items listed above describe the 
terms of the plan or concern the opera­
tion of the plan. This information should 
be as recent as possible. The regulations 
require that the information in the sum­
mary plan description may not be more 
than four months old.

One last item must be included in the 
SPD: a statement of the rights of a
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participant or beneficiary under ERISA. 
The statement must describe the right 
to get more information about the plan, 
the right to be free of any retaliation 
for exercising legal rights, and the right 
to bring lawsuits. Lawsuits may be 
brought to remedy violations of the dis­
closure, fiduciary or antidiscrimination 
provisions of ERISA, and to obtain bene­
fits that have been denied improperly. 
The statement of rights must also notify 
a participant that he or she may contact 
the local office of the Department of 
Labor for help.

DISCLOSURE TO PARTICIPANTS

The final regulations published here 
contain the general rules for when the 
SPD must be distributed to participants 
and beneficiaries. Regulations published 
earlier deferred the date for distribution, 
described the people to whom a copy 
must be furnished, and prescribed the 
methods which could be used to make 
the distribution.

Most employee benefit plans took ad­
vantage of tile opportunity to distribute 
an ERISA Notice on May 30, 1976 and 
are therefore eligible for a deferred dis­
tribution date. The date for distribution 
that will be applicable to most welfare 
plans is July 15, 1977. For most pension 
plans, the date will depend on when the 
plan is notified as to whether it is tax 
qualified, for 1976: the SPD must be dis­
tributed 90 days after that notification 
is received. For a pension plan which 
does not file a request for tax qualifica­
tion, the SPD must be distributed on or 
before the last day on which it could 
have filed for tax qualification. However, 
a pension plan is not required to dis­
tribute an SPD until July 15, 1977 even 
if the rules described above would result 
in an earlier date.

There are some employee benefit plans 
which have already filed a copy of the 
SPD with the Department of Labor and 
distributed copies of it to participants 
and beneficiaries. The rules for those 
plans are discussed under the heading 
Classes of Plans, below.

These regulations establish two more 
general rules. First, some employees may 
become participants, or some benefici­
aries may start receiving benefits, after 
the general distribution of the SPD. The 
regulations require that an SPD be given 
to these people within 90 days after they 
become participants or start receiving 
benefits. Second, new plans may be es­
tablished. These plans must distribute an 
SPD within 120 days of the time they be­
come subject to ERISA. Most plans will 
be subject to ERISA at the time that 
they are established.

These regulations also require notice to 
participants and beneficiaries when sig­
nificant changes are made to the plan, 
and require periodic distribution of up­
dated SPDs. The notice to participants, 
called a “summary of material modifica­
tions”, must describe the change in a way 
which meets the style and format re­
quirements discussed above, and must be 
distributed to participants and benefici­
aries within seven months after the end 
of the year in which the change is made.
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ERISA requires that the summary plan 
description must be updated every five or 
ten years. The Department will issue reg­
ulations on this in the future.

The earlier regulations which describe 
the class of people to whom SPDs and 
summaries of material modifications 
must be given are somewhat technical. 
As a rule of thumb, they require distri­
bution to anyone who may be considered 
“covered” by a plan and to anyone re­
ceiving benefits from a pension plan. Of 
course, a plan does not have to wait un­
til a person starts receiving benefits or 
becomes covered to give that person a 
copy of the SPD. For example, it may be 
given when a person applies for retire­
ment benefits, or when a new employee 
begins employment. If there have been 
any summaries of material modifications 
distributed since the last SPD, a copy of 
these must be furnished along with the 
SPD.

Earlier regulations also provide for 
various ways in which the SPD and a 
summary of material modifications may 
be distributed. The general rule is that 
the plan, administrator must use a 
method or a combination of methods 
which'are reasonably designed to get the 
information into the hands of the people 
who are supposed to have it. These 
methods may include handing a copy to 
the person directly, making it an insert 
in a newsletter, or mailing it.

FILING W ITH  THE DEPARTMENT

Th$ filing requirements for the SPD 
may be simply stated: it must be filed 
with the Department no later than the 
time by which it must be distributed to 
participants and beneficiaries. The rules 
about deadlines under the “Disclosure to 
Participants” heading apply to filing 
with the Department as well. Mailing 
and hand-delivery addresses for the De­
partment are included in the regulations.

CLASSES OF PLANS

A number of plans have already filed 
SPDs with the Department and distrib­
uted them to participants and benefici­
aries. These plans may be grouped into 
three classes, based on when they filed 
and disclosed and under what rules. The 
regulations provide a different treatment 
for each class.

The first class of plans which has al­
ready filed and distributed an SPD in­
cludes those which filed an old Form 
EBS-1 Plan Description with the Depart­
ment before June 16, 1975 and furnished 
a copy of the form to participants and 
beneficiaries. The Department said in 
earlier regulations that this method of 
compliance was permissible. The next 
SPD will, of course, have to meet the re­
quirements of these final regulations (or 
any amendments that have been made to 
them by the deadline). These plans will 
also be required to furnish a summary 
of material modifications within seven 
months of the close of this plan year 
which includes any information which is 
required by these regulations but which 
was not in the old Form EBS-1.

The second class of plans Which filed 
and disclosed an SPD before these regu-
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lations includes those which did not fur­
nish an  ERISA Notice, but instead filed 
and distributed an SPD by May 30, 1976 
which,was based on the proposed regu­
lations. The next SPD for these plans 
must also meet the requirements of these 
final regulations just like the plan which 
used the old EBS-1. It is likely that these 
plans will have to furnish a summary of 
material modifications within seven 
months of the close of this plan yéar.

The third class of plans which filed 
and disclosed prior to these regulations 
includes those which did so, not in reli­
ance on any of the earlier regulations as 
in the previous two categories, but on the 
basis of their interpretation of the Act. 
Many of these plans did so for valid busi­
ness or employee relations reasons. In 
view of this fact, such plans should not 
be required to prepare a whole new SPD. 
On the other hand, the format of these 
SPDs may not comply with these final 
regulations, and they may have omitted 
some required items of information. 
These plans may meet their SPD obliga­
tion by preparing a supplement which 
corrects any errors or omissions such 
that the earlier SPD and the supple­
ment, taken together, meet the require­
ments of these final regulations. The 
supplement must be filed with the De­
partment and distributed to participants 
and beneficiaries by July 15, 1977.

These regulations also include a def­
inition of a -“terminated plan” which 
no longer has to file or distribute an 
SPD. A pension plan is considered termi­
nated if all participants and beneficiaries 
have received what they are entitled to. 
A welfare plan is considered terminated 
if the plan cannot be required to pay 
any benefits for events which happen 
after the termination. For example, a 
medical insurance plan is terminated if 
the plan is no longer required to pay 
claims for illnesses contracted or injuries 
suffered.

SPECIAL CASES

•Special circumstances may occur 
which require some special rules to avoid 
putting plans to unnecessary expense, 
or to carry out the purposes of the Act 
more effectively. Three such cases are 
dealt with in these regulations.

The first case involves the SPD for a 
plan after it has merged with another 
plan. In many cases, some participants 
may have the right to continue to have 
their benefits calculated on the basis of 
the provisions of the plan before it was 
merged, for example where this would 
result in,a higher level of benefits for a 
time. In such cases, it would be confus­
ing for the participants generally to re­
ceive an SPD which described both the 
old plan and the new plan; it would 
look like two SPDs under one cover. To 
avoid this, the regulations provide an 
optional way to comply under which the 
plan can give participants who continue 
to be eligible under the old plan a copy 
of the SPD of the new plan and a de­
scription of how the merger affects these 
participants. Also, updated SPDs of the 
new plan must identify this class of 
participants and inform them of their
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right to inspect and get copies of old 
plan documents.

The second special case concerns plans 
maintained by labor organizations f6r 
their members which pay their benefits 
out of the general assets of the organi­
zation. These organizations are already 
required by another federal law to file 
plan information with the Department. 
The regulation therefore excuses them 
from filing the same information with 
the Department as an SPD filing. An 
SPD must be distributed to participants 
and beneficiaries. However, the terms of 
many of these plans are contained in the 
constitution or by-laws of the labor orga­
nization. The regulation provides that 
the constitution or by-laws may be used 
as the SPD if a supplement is also fur­
nished which contains any information 
required by these regulations which is 
not in the constitution or by-laws. Only 
the supplement needs to be filed with 
the Department.

The third special case includes retirees 
under a pension plan, beneficiaries re­
ceiving benefits from a pension plan, and 
employees who separated from employ­
ment with a vested right to pension bene­
fits at a later time. All three groups have 
their rights under the plan fixed; rela­
tively few changes which the plan makes 
will affect their situations. It would be 
expensive and wasteful to provide these 
people routinely with updated SPDs and 
summaries of material modifications 
which do not concern them in any way, 
and which' might in fact mislead them 
about their rights under the plan. The 
regulation therefore provides that a plan 
need only furnish these people a copy of 
the SPD which was current at the time 
their rights were fixed and with those 
summaries of material modifications that 
have information they need to know. The 
regulation does not deprive these people 
of a chance to see plan documents if 
they want to, however. In addition, when 
an updated SPD is distributed, these 
people must be notified and must be in­
formed that they will be Sent a copy if 
they request. The plan must also send 
these people who request it a copy of any 
summary of material modifications that 
was not furnished to them.

I ndex

Amendments : 2520.104b—.3, 2520.104b-4. 
Benefits and Eligibility: 2520.102-3(j), (k), 

(1), <m), <n), (o).
Claims Procedure: 2520.102-3(s ) .
Collective Bargaining Agreements: 2520.102- 

3(b)(3).
Contributions: 2520.102-3(n), (o), (p), (q). 
Date of Description: 2520.102-3.- 
Different Summary Plan Descriptions: 

2520.102-4.
Disclosure to Participants: 2520.104-26,

2520.104- 27, 2520.104b-2.
Dues Funded -Plans: 2520.104-26, 2520.104- 

27.
Filing with the Department: 2520.104-26,

2520.104- 27, 2520.104a-3.
Foreign Languages: 2520.102-2(c).
Funding: 2520.102-3(n), (o), (p), (q). 
Interim Regulations—Effective Dates: Tech­

nical explanation of § 2520.102-3 (m) and 
§ 2520.102-3(t).

Merged Plans: 2520.104-4.
Multiple Employer Plans: 2520.102-3(b).

New Participants: 2520.104b-2, 2520.104b-3. 
Pension Benefit Guaranty Corporation: 

2520.104b-2(a) (1). .
PRIOR F IL IN G  AND DISCLOSURE

a. ERISA Notice: 2520.104-26, 2520.104-27, 
2520.104a-3 2520.104b-2(c).

b. EBS-1: 2520.104a-3, 2520.104b-(d).
c. Reliance on proposed Regulations: 2520.- 

104a-3, 2520.104b-2(e).
d. General Statutory Reliance: 2520.104a-3, 

2520.104b-2 (f ).
Retired Participants : 2520.104b-4.
Separted Participants : 2520.104b-4.
Sponsor : 2520.102—3 (b ).
Statement of Rights: 2520.102-3(t) .
Style and Format: 2520.102-2.
Successor Plans: 2520.104-4.
Summary of Material Modifications: 2520.- 

104b-3, 2520.104b-4(b).
Taft-Hartley Plans : 2520.102-3 (b ).
Terminated Plans: 2520.104a-3(c), 2520.-

104b-2(g).
P art II—Technical Explanation of the 

*  Regulation

On December 4, 1974, notice was pub­
lished in  the F ederal Register (39 FR 42234) 
of proposed regulations concerning report­
ing and disclosure under the Act. On May 5, 
1975, a regulation was published (40 FR 
19469; see also 40 FR 20628, May 12, 1975) 
deferring until August 31, 1975 the require­
ment that plan administrators file with the 
Secretary of Labor, and furnish to plan par­
ticipants and beneficiaries, copies of a- sum­
mary plan description.

On May 6, 1975, a notice was published (40 
FR 19715) announcing that certain final reg­
ulations concerning summary plan descrip­
tions would appear in the F ederal Register.

On May 12, 1975, a final rule (40 FR 
20629) and proposed rule (40 PR 20653) 
redesignating both final and proposed 
subchapters, parts and sections were 
published in the Federal R egister. 
Under this redesignation system, the 
section numbers of proposed and 
adopted regulations promulgated under 
Chapter XXV are based on the section 
numbers of the Act to which each regu­
lation relates. The December 4, 1974, 
proposed regulations have been redesig­
nated in accordance with this system.

On June 9, 1975, notice was published 
in the F ederal R egister (40 FR 24642) 
of proposed regulations concerning re­
porting and disclosure under the Act. 
These proposed regulations covered, 
among other items, the content, style 
and format of the summary plan de­
scription, general reporting and disclo­
sure requirements and further deferral 
of certain initial reporting and disclo­
sure requirements, including the plan 
description and summary plan descrip­
tion.

On August 15, 1975* final rules (40 FR 
34526) were issued by the Department 
deferring until May 30, 1976 the report­
ing and disclosure of summary plan de­
scriptions for pension and welfare plans.

On March 18, 1976 the Department 
issued a news release indicating that 
employee benefit plans would be given 
an alternative to the requirement that 
summary plan descriptions be furnished 
on or before May 30, 1976. Instead, both 
pension and welfare plans could provide 
an ERISA Notice to plan participants 
and beneficiaries. On April 23, 1976 final 
rules (41 FR 16957) were issued imple-

menting the alternative referred to in 
the March 18, 1976 news release and 
m aking final proposed regulations 
§§ 2520.101-1, 2520.102-1, 2520.104-1,
2520.104a^l, 2520.104a-2, 2520.104a-4,
2520.104b-l, and 2520.104b-30.

On January 25, 1977 the Department 
issued a press release (USDL 77-80) 
which indicated that summary plan de­
scription filing and disclosure dates 
would be extended from March 31, 1977 
to May 31, 1977.

The regulations published here are the 
final version of the remaining proposed 
sections published in the F ederal R egis­
ter on June 9, 1975. These sections are 
§§ 2520.102-2, 2520.102-3, 2520.102-4,
2520.104- 4, 2526.104a-3, 2520.104b-2,
2520.104b-3, and 2520.104b-4. Section
2520.102- 3 (m) includes a standard 
statement which may be used to satisfy 
the requirement of describing the pro­
visions of Title IV of the Act. Section
2520.102- 3(t) includes a statement of the 
general rights of plan participant and 
beneficiaries under ERISA. Sections

>2520.104-26 and 2520.104-27, based on 
proposed § 2520.102-3(8) and comments 
submitted to the Department, provide a 
limited exemption and an alternative 
method of compliance for unfunded dues 
financed pension and welfare plans 
maintained by employee organizations.

Sections 2520.102-3 (m), 2520.102-3 (t),
2520.104- 26, 2520.104-27, 2520.104b-(2)
(d)(2), 2520.104b-2(e) (2), and 2520.- 
104b-2(f) are interim regulations pro­
posed for final adoption. Interested per­
sons are invited to submit written data, 
views or arguments concerning those sec­
tions by April 15, 1977. Such data, views 
and arguments should be submitted to 
the Office of Regulatory Standards and 
Exceptions, Pension and Welfare Benefit 
Programs, Room C-4526, U.S. Depart­
ment of Labor, Washington, D.C. 20216, 
A ttn: SPp Regs. All comments should be 
clearly referenced to the section to which 
they are directed.

The sections listed in the paragraph 
immediately above have not previously 
been proposed and are promulgated as 
interim and proposed rules under the 
authority of 5 U.S.C. § 553(a) (3) (B) of 
the Administrative Procedure Act, which 
permits an agency for good - cause to 
issue an interim rule without notice and 
opportunity for comment if “notice and 
public procedure thereon are impractical, 
unnecessary, or contrary to the public 
interest”. Pursuant to the requirements 
of 5 U.S.C. 553(a) (3) (B), a brief state­
ment of reasons supporting a finding of 
good cause by an agency must accom­
pany the issuance of an interim rule 
without public notice and comment 
under this section. The following findings 
are made pursuant to 5 U.S.C. 553(a) (3)
(B)

Issuance of proposals with regard to 
those sections would delay and impede 
those plans which either have already 
printed and distributed, or have printed 
and are about to distribute, summary 
plan descriptions. The delay inherent in 
the proposal, comment and revision 
process would in some cases deny timely
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information to participants and bene­
ficiaries. Such delay would be contrary 
to the public interest in prompt and com­
plete disclosure.

Consequently, these regulations are is­
sued in interim and proposed form to 
permit compliance and reliance thereon 
at the earliest possible date while also 
providing for necessary comments before 
issuance of final regulations.

Section 2520.102—2. Final regulation 
§ 2520.102-2, which describes the style 
and format of the summary plan descrip- 

' tion, modifies the proposed regulation in 
three areas: general format, termination 
insurance references, and foreign lan­
guage requirements.

In paragraph (b), general format, the 
example contained in the proposal has 
been replaced with general language re­
quiring that restrictive provisions in the 
plan not be minimized in the summary 
plan description. Language has also been 
added requiring in general that plan 
advantages and disadvantages are to be 
presented without exaggerating the 
former or minimizing the latter. Last, 
there is a new statement to the effect 
that restrictive plan provisions need not 
be disclosed in close conjunction with 
benefit provisions; they may be placed 
in different pages of the summary plan 
description, provided that adjacent to 
the benefit description there is a refer­
ence to the page on which the restric­
tions are described.

Pursuant to public comments, pro­
posed paragraph (c) regarding refer­
ences to termination insurance has been 
deleted. The substantive references to 
termination insurance have been placed 
in § 2520.102-3, where they are properly 
addressed as a “content” item, as op­
posed to a style and format item. In addi­
tion, the requirement of the proposed 
rule that termination insurance infor­
mation must be placed on the first page 
of the summary plan description has 
been eliminated. Comments indicated 
that the first page would become too 
cluttered with print if the termination 
insurance statement had to be on that 
page.

Finally, the foreign language require­
ments in proposed paragraph (d) have 
been modified to conform with those for 
the summary annual report (§2520.104b- 
10), An example has been added to 
clarify how the test operates.

Section 2520.102-3. Final regulation 
§ 2520.102-3 sets forth the information 
that must be included in the summary 
plan description furnished to plan par­
ticipants and beneficiaries. The content 
provisions of proposed § 2520.102-3 have 
been modified pursuant to comments.

A new statement has been inserted at 
the beginning of the section to clarify 
which plan provisions must be reflected 
m the summary plan description. The 
summary plan description must reflect 
the plan provisions as of a date not 
earlier than 120 days prior to the date 
the summary is disclosed. It would be 
unreasonable to require that the sum, 
ujary reflect the plan as of the date it is 
disclosed; it would be difficult if not im-
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possible to include a description of provi­
sions which were amended shortly before 

s the disclosure date. However, a summary 
may reflect plan amendments made 
within the 120 day period before it is 
disclosed. See §2520.104b-3(b). A second 
new statement has been inserted a t the 
beginning of the section to make it cleaf 
that the content provisions apply to both 
pension and welfare plans unless other­
wise specified.

Paragraph (b), regarding the name 
and address of the plan sponsor, has been 
rephrased for clarity. A new requirement 
has been added for multiple employer 
plans, whether collectively bargained or 
not. To enable participants in these plans 
to know whether their employer par­
ticipates in the plan, the summary plan 
description must provide not only the 
name and address of the association or 
committee maintaining the plan, but 
aiso a statement informing them of their 
right to obtain a list of all the partici­
pating employers and employee organi­
zations (if any) in the plan.

Paragraph (g), information regarding 
the agent for service of legal process, 
contains a new requirement for a state­
ment that service of legal process may 
be made upon a plan trustee or the plan 
administrator. Section 502(d)(1) of the 
Act provides that the plan is properly 
served if a plan trustee or administrator 
is served.

The requirement of proposed para­
graph (h) that the summary plan de­
scription contain the name, title, and 
“business address” of each plan trustee 
has been altered slightly and clarified by 
requiring instead the name, title, and 
“address of the principal place of busi­
ness” of each trustee.

Proposed paragraph (i) required the 
listing of any collective bargaining agree­
ments relating to the plan, with a speci­
fication of the sections relevant to the 
plan. If the number of agreements ex­
ceeded ten, the proposed rule did not 
require such listing and relevant sec­
tion information if the subject matter of 
the relevant provisions was summarized 
and if the parties to the agreements were 
listed. Many comments were received 
from collectively bargained plans object­
ing to the burdensome consequences of 
this rule to both small and large plans. 
Accordingly, the requirements of para­
graph (i) have been changed to lessen 
that burden by merely requiring a state­
ment to the effect that the plan is main­
tained pursuant to one or several Agree­
ments and that copies of the agreements 
are available for examination as pro­
vided by §§ 2520.104b-l and 2520.104b- 
30. A new provision has been added to 
paragraph (i) which defines “mainte­
nance of a plan pursuant to a collective 
bargaining agreement” for purposes of 
disclosure in the summary plan descrip­
tion. Generally, a plan is so maintained 
if a provision of any past or present col­
lective bargaining agreement is deter­
minative of or controlling upon any du­
ties, rights or benefits under the plan.

Paragraph (m), -relating to termina­
tion insurance, was included in para­
graph (1) of the proposal and is now a
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separate paragraph. The substance of 
the paragraph remains as proposed ex­
cept for the addition of an optional 
standard statement generally describing 
the insurance provisions of Title IV of 
the Act which plans may use to satisfy 
the requirements of this paragraph. A 
standard statement was suggested by the 
Pension Benefit Guaranty Corporation 
and in comments on the proposed regula­
tion. Descriptions of plans not eligible for 
insurance must so state. Because of the 
addition of the standard statement sec­
tion 2520.102-3 (m) is an interim regula­
tion, proposed for final adoption but also 
effective immediately. A final regulation 
is expected to be published on May 3, 
1977. A plan which is in existence prior 
to the date on which the final version of 
paragraph (m) is published may use the 
interim version of paragraph (m) in its 
initial summary plan description if it is 
filed and disclosed before the later of 
July 15, 1977 or 120 days after the plan 
becomes subject to Title I of the Act.

Such a summary plan description will 
be deemed to have complied with the 
requirement to include Title IV informa­
tion even if the final version of para­
graph (m) is different and is in effect 
before the date when the summary plan 
description is filed and disclosed. Of 
course, if interim paragraph (m) is mod­
ified in the final version pursuant to com­
ments, a summary of a change in infor­
mation required to be included in the 
summary plan description (see § 2520.- 
104b-3) may be required from a plan 
that uses the interim version in a sum­
mary plan description filed and disclosed 
after the final regulation is in effect.

For example, a plan in existence be­
fore the date of publication of this in­
terim regulation may file and distribute 
an initial summary plan description on 
July 15, 1977 which complies with the 
requirements of interim and proposed 
§ 2520.102-3 (m ). A plan that comes into 
existence on March 20, 1977 may also 
follow the interim and proposed regula­
tion for an initial summary plan de­
scription filed and disclosed not later 
than July 18, 1977. However, assuming 
that the final version of paragraph (m) 
is published on May 3, 1977, a plan that 
comes into existence on June 15, 1977 
mUst follow the final regulation for its 
initial summary plan description due on 
October 13, 1977.

Paragraph (n) (previously paragraph
(m )), which required a description of 
plan provisions for crediting service for 
eligibility, vesting, benefit accrual and 
breaks in service, has been modified to 
account for the use of equivalencies or 
elapsed time. See regulations concerning 
minimum standards (Chapter XXV, Part 
2530), published on September 8, 1975, 
40 FR 41654 et. seq., and on December 
28, 1976, 41 FR 56462 et. seq. Because of 
the many possible combinations of hours 
counting, equivalencies and elapsed time, 
the final paragraph has been phrased 
more generally than the proposal.

Because the time for filing and dis­
closing the summary plan description 
has been extended to after the expiration 
of the time for making retroactive
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amendments under section 401(b) of the 
Internal Revenue Code of 1954 (Code) , 
proposed paragraph (n) is no longer 
relevant. Proposed paragraph (n) has 
been replaced with a new paragraph (o) 
requiring a warning to participants and 
beneficiaries of pension plans using the 
interim provisions/“cutback” rule (set 
forth by the Internal Revenue Service in 
Revenue Ruling 76-378) that certain 
provisions of thé plan are subject to 
potential modification, and requiring the 
identification of such plan provisions.

Paragraph (p) (previously paragraph 
(o) ), regarding sources of contributions 
to the plan and the method by which 
the amount of contribution is calculated, 
has been modified pursuant to public 
comments to make it clear that defined 
benefit plans may simply state that the 
annual contribution is actuarially deter­
mined.

Proposed paragraph (s), regarding 
union dues plans, has been deleted. Union 
dues plans are treated in §§ 2520.104-26 
and 2520.104-27.

Paragraph (t), a new interim and 
proposed paragraph added pursuant to 
comments, requires a statement of the 
general rights of plan participants and 
beneficiaries under ERISA. The com­
ments pointed out that while the pro­
posed regulation required that the con­
tent of the summary plan description 
cover important information concerning 
the plan, it did not require the inclu­
sion of information regarding important 
rights participants and beneficiaries 
have under the Act. The comments urged 
that the Secretary use his authority 
under section 104(c) of the Act to re­
quire by regulation the furnishing of a 
statement of such rights as a content 
item of the summary plan description.

The summary plan description pro­
vides an appropriate vehicle for the dis­
semination of information concerning 
ERISA rights to participants and bene­
ficiaries because it is the document which 
contains basic information on plan rights 
and obligations and is required to be dis­
tributed to all plan participants and 
beneficiaries. The point madé in the com­
ments was well taken, and paragraph (t) 
has therefore been added to the regula­
tion.

In general terms, the regulation re­
quires that the statement include a de­
scription of the rights of participants to 
secure information concerning the pro­
visions of the plan, its operation, and the 
participant’s benefit status, if applicable. 
The statement must also include infor­
mation concerning the prohibition of re­
taliatory action of section 510 of the Act, 
and information concerning a partici­
pant’s remedies under the law. The regu­
lation also requires that this informa­
tion be presented in language the aver­
age plan participant can understand. For 
ease of compliance, the regulation in­
cludes a standard statement which plans 
may use to satisfy this requirement.

Because the requirement of paragraph 
(t) was not proposed, § 2520.102-3 (t) is 
an interim regulation proposed for final 
adoption but also effective immediately. 
A final regulation is expected to be pub­

lished on May 3,1977. A plan which is in 
existence prior to the date on which the 
final version of paragraph (t) is pub­
lished may use the interim version of 
paragraph (t) in its initial summary 
plan description if it is filed and disclosed 
before the later of July 15, 1977'or 120 
days after the plan becomes subject to 
Title I of the Act. Such a summary plan 
description will be deemed to have com­
plied with the requirement to include a 
statement of ERISA rights even if the 
final version of paragraph (t) is different 
and is in effect before the date when the 
summary plan description is filed and 
disclosed. Of course, if interim paragraph 
(t) is modified in the final version pur­
suant to comments, a summary of a 
change in information required to be in­
cluded in the summary plan description 
(see § 2520.104b-3) be required from a 
plan that uses the interim version in a 
summary plan description filed and dis­
closed after the final regulation is in ef­
fect. See the example following the ex­
planation of § 2520.102-3 (m).

Section 2520.102-4. Final § 2520.102-4, 
which provides an option to prepare 
different summary plan descriptions for 
different classes of participants and 
beneficiaries, is essentially unchanged 
from the proposed regulation (40 FR 
24655). On thé basis 6f comments re­
ceived regarding this section, the re­
quirement to list all other covered classes 
on the first page of the text has been 
modified to allow such information to be 
included in other pages of the summary 
if classes are too numerous to be listed 
on the first page.

Some comments suggested deleting the 
requirement to list other covered classes 
of participants and beneficiaries. These 
suggestions were not adopted. Such in­
formation will be used to participants in 
a variety of ways. For example, a par­
ticipant may have changed classifications 
in the past or may do so in the future, 
thereby affecting his or her benefit 
rights. Participants may also find such 
information useful in conjunction with 
the financial reporting under the Act 
(that is, who has an interest in plan 
assets besides the participant’s own 
class).

Section 2520.104-4. Final § 2520.104-4 
provides an alternative method of com­
pliance with the summary plan descrip­
tion requirements for pension plans 
which have absorbed other pension plans 
through a merger or other acquisition.

Proposed paragraph (b) established 
two sets of requirements for merged 
plants vdshing to use the alternative:

(1) At the time of the merger: Furnish de­
scriptions of the successor plan, the merger 
agreement and transitional benefit provi­
sions; and

Make available on request, without charge, 
a copy of the merged plan description to each 
participant covered under the merged plan, 
each beneficiary receiving benefits under the 
merged plan, and any former employee who 
terminated employment with a right to a 
deferred vested benefit under the merged 
plan, and

(2) After the merger: Prepare all subse­
quent summary plan descriptions so that 
they (i) identify the merged plan partici­

pants on the first page and (ii) state that 
summary plan descriptions. of the merged 
plan will be furnished upon request.

Comments received on the above re­
quirements generally objected to them. 
The comments on proposed § 2520.104-4
(b)(1) objected to the requirement of 
disclosure “at the time of the merger.” It 
was argued that plans should be allowed 
a reasonable period of time to report'and 
disclose merger details (e.g., within 
ninety days from the date of the 
merger). There were also objections to 
requiring disclosure of a description or 
a copy of the merger agreement on the 
grounds that the agreement would be 
incomprehensible to most participants 
(e.g., such -agreements usually contain 
technical actuarial and accounting 
language). The comments on § 2520.104- 
4(b) (2) objected to the first-page list­
ing requirement as cumbersome.

Merged.plan participants should have, 
as a minimum, a copy of the summary 
plan description and any summaries of 
material modifications of the successor 
plan, and information concerning 
whether and how the merger affects 
merged plan provisions and benefits as 
well as how the successor plan applies to 
merged plan participants. The regula­
tion therefore substitutes a requirement 
for a separate summary statement 
describing the effects of the merger for 
the requirement in the proposed regula­
tions that a copy of the merger agree­
ment be furnished. Merged plan par­
ticipants should also be informed that 
copies of the merged plan documents, 
the merger documents, and the successor 
plan documents are available upon re­
quest (for a duplication charge) or for 
inspection pursuant to §§ 2520.104b-l 
and 2520.104b-30.

The successor plan summary plan 
description, summaries of material modi­
fications to such -plan, and the state­
ment should be disclosed to merged plan 
participants reasonably quickly. The 
draft adopts the summary plan descrip­
tion deadline in section 104(b)(1)(A), 
i.e., ninety days. Merged plan partici­
pants are therefore treated in the same 
manner as new participants in the suc­
cessor plan.

The requirement in the proposed reg­
ulation that updated summary plan de­
scriptions of the successor plan identify 
the classes of merged plan participants 
on the first page has been eliminated. 
Such a listing could be long, and there­
fore confusing. However, the regulation 
retains the requirement that all sub­
sequent updated summary plan descrip­
tions of the successor plan contain a list 
of the classes of participants to which 
old plan provisions apply.

It should be noted that because these 
regulations are prospectively effective, 
the alternative provided in this section, 
in response to comments, is applicable 
only to plan mergers which occur after 
the issuance of the initial summary plan 
description under the Act.

The following findings are made with 
respect to the promulgation of § 2520.- 
104-4 as an alternative method of com­
pliance under section 110 of the Act:
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1. The use of such alternative method 

is consistent with the purposes of Title 
I of the Act, and provides adequate dis­
closure to plan participants and bene­
ficiaries and adequate reporting to the 
Secretary. Participants and beneficiaries 
of the merged plan will have received 
a summary plan description for that 
plan. Section 2520-104-4 requires the 
reporting and disclosure of the most 
recent summary plan description of the 
successor plan to the merged plan par­
ticipants and beneficiaries, along with 
the appropriate summaries of material 
modifications. These documents will also 
be filed with the Secretary. It also re­
quires the disclosure to such predeces­
sor plan participants and beneficiaries 
of additional information detailing the 
effects of the merger on their rights and 
benefits under both the predecessor and 
successor plans. In addition, the alter­
native requires th a t. such participants 
and beneficiaries be informed of their 
right to examine and obtain copies of 
documents related to both plans and 
to the merger. Participants and bene­
ficiaries of the merged plan thus receive 
comprehensive information concerning 
the plan provisions applicable to them.

2. The application of the statutory re­
quirements in the absence of this alter­
native, would increase the costs to the 
successor plan by requiring an updated 
summary plan description earlier than 
might otherwise be required and by re­
quiring lengthy descriptions of merged 
plan provisions which could apply to rel­
atively few participants.

3. The application of the statutory re­
quirements in the absence of this alter­
native, would be adverse to the interests 
of plan participants in the aggregate. 
The increased cost which would be in­
curred in the absence of the alternative 
would dissipate plan assets without re­
turning a material benefit to partici­
pants. In addition, if the summary plan 
description of the successor plan were 
required to describe the provisions of 
merged plans separately and fully, the 
document could confuse participants and 
beneficiaries because of the several de­
scriptions, and could result in a very 
large document where several mergers 
had occurred.

Sections 2520.104-26 and 2520.104-27. 
Sections 2520.104-26 and 2520.104-27 are 
new sections replacing § 2520.102-3 (s), 
issued pursuant to sections 104(a) (3) 
and 110 of the Act, to carry out the aims 
announced in ERISA Technical Release 
No. 1000 (July 21, 1976), and are interim 
regulations proposed for final adoption, 
but also effective immediately. These two 
sections simplify the reporting and dis­
closure requirements for unfunded dues 
financed plans maintained by employee 
organizations. Unfunded dues financed 
plans are those which pay benefits out of 
the employee organization’s general as­
sets, which are derived wholly or partly 
from membership dues. The limited ex­
emption and alternative method of com­
pliance established by these two sections 
respond to comments received from em­
ployee organizations with such plans 
which are already subject to reporting

and disclosure obligations similar to 
ERISA’S under the Labor-Management 
Reporting and Disclosure Act (LMRDA). 
These regulations prevent duplicative re­
porting and disclosure which would 
otherwise be the consequence of ERISA 
and the LMRDA.

Unfunded dues financed plans main­
tained by employee organizations are 
exempted under the authority of sections 
104(a) (3) and 110 of the Act from the 
requirements to file the following with 
the Secretary of Labor: plan description, 
Form EBS-1; a complete copy of the 
summary plan description; the annual 
report, Form 5500. In addition, un­
funded dues financed plans are ex­
empted from the requirement to furnish 
summary annual reports to plan par­
ticipants and beneficiaries. These report­
ing and disclosure requirements are in­
appropriate as to dues financed plans in 
view of the pre-existing reporting and 
disclosure requirements of the LMRDA.

These plàns must meet the require­
ments to furnish the information re­
quired for summary plan descriptions 
set forth in sections 102 and 104 of the 
Act. Paragraph (a) (3) of each regula­
tion section provides that these plans will 
be treated, with certain exceptions, in 
the same manner as plans which pre­
viously filed and disclosed the summary 
plan description without reliance on 
guidance of the Department (see 
§§ 2520.104a-3(a) and 2520.104b-2(f) ). 
In brief, a union dues financed plan may 
comply with the summary plan descrip­
tion requirements by preparing a supple­
ment which, when combined with the 
earlier document, results in a package 
which meets the style, format and con­
tent requirements of these regulations. 
These plans do not have to meet the re­
quirement of § 2520.104b-2Cf) (1) that 
a copy of the summary plan description 
has been furnished before the date of 
publication of those regulations. For 
purposes of clarity, these paragraphs 
state that the summary plan description 
informatiofi may be furnished in various 
forms, including the employee organiza­
tion constitution1 or by-laws.

However, §§ 2520.104-26 and 2520.104- 
27 make an exception to the rules, in 
§ 2520.104b-2(f) for those plans which 
are part of an employee organization’s 
constitution or by-laws and are thus sub­
ject to the organization’s procedures for 
amendment of those documents. The 
exception is that the constitution or 
by-laws may be used, under certain con­
ditions, even if they indicate that a 
certain portion of members’ dues or a 
certain portion of the employee organi­
zation’s assets will be used only for the 
payment of benefits, although such dues 
or assets may in fact be used for general 
employee organization purposes, or are 
subject to the claims of general creditors 
of the employee organization. The con­
ditions for use of such constitutions or 
by-laws are (1) that the supplement 
must clearly state that such dues or as­
sets may be legally used for general em­
ployee organization purposes, or are sub­
ject to the claims of general creditors of 
the employee organization, and (2) that

not later than the first opportunity to 
amend the constitution or by-laws (e.g., 
at the next regularly scheduled conven­
tion of the union), such constitution or 
by-laws accurately reflect the funded or 
unfunded status of the plan at that time.

The following findings are made with 
respect to the promulgation of § 2520.- 
104-26 as an exemption under section 
104(a)(3) of the Act, and of § 2520.104- 
27 as an alternative method of compli­
ance under section 110 of the Act:

1. The alternative is consistent with the 
purposes of Title 1 of the Act, and provides 
adequate disclosure to plan participants and 
beneficiaries and adequate reporting to the 
Secretary. Employee organizations maintain­
ing unfunded dues financed plans are pres-' 
ently required to file with the Secretary Re­
port Form LM—1 or LM—1A, together with 
copies of the employee organization const!-_ 
tution or by-laws, pursuant to the LMRDA, 
thus substantially duplicating the reporting 
requirements of ERISA regarding plan de­
scriptions and summary plan descriptions. 
Likewise, the ERISA requirements regarding 
annual reporting and summary annual re­
porting are substantiaUy duplicated by the 
LMRDA requirements relating to the report­
ing of Form LM-2 or LM-3 to the Secretary. 
Disclosure of a summary plan description to 
participants and beneficiaries under ERISA 
is required of such plans "by disclosing and 
supplementing the employee organization’s 
constitution or by-laws describing such plan.

2. Requiring such plans to meet the re­
quirements of Part 1 of Title I of the Act 
would subject them to increased costs and 
to unreasonable administrative burdens with 
respect to their operation, since the Act 
imposes upon them reporting and disclosure 
requirements already required in substance 
by the LMRDA.

3. Applying Part 1 of Title I of the Act to 
such plans would be adverse to the interests 
of its participants and beneficiaries in the 
aggregate because costs associated with 
duplicative reporting and disclosure dissipate 
plan assets without material benefit to par­
ticipants and beneficiaries. Therefore, these 
requirements of the Act are inappropriate as 
applied to dues financed welfare plans, and 
an alternative method of compliance for dues 
financed pension plans is warranted.

Section 2520.104a^3. Under paragraph 
(a) of this section, a plan administrator 
is required to file a copy of the summary 
plan description with the Secretary of 
Labor. The general rule,is that a copy of 
the summary plan description must be 
filed on or before the last day for furn­
ishing copies of it to plan participants 
and beneficiaries. Thus, this section 
merely incorporates by reference the 
various dates for different classes of 
plans found in § 2520.104b-2.

The rules for filing copies of multiple 
summary plan descriptions appear in 
this section (paragraph (b) ). If a plan 
administrator prepares different sum­
mary plan descriptions for different 
classes of participants within the plan, 
then a copy of each such summary, plus 
a list identifying each summary plan 
description, must be filed with the 
Secretary.

A new paragraph (c) has been added 
to the regulation in response to many 
public requests for a clarification of the 
application of the summary plan de­
scription reporting requirements to “ter­
minated” plans. Whether there is a plan
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so as to require reporting or there is no 
plan to be reported because of a termina­
tion prior to the reporting date must be 
determined, for reporting and disclosure 
purposes, on the basis of whether there 
is a sufficiently active entity remaining 
after the termination so as to raise the 
concerns which underlie the reporting 
and disclosure provisions of the Act. 
Based on these principles, paragraph (c) 
establishes separate tests for pension and 
for welfare plans. For pension plans, the 
test is whether all participants and bene­
ficiaries have received their appropriate 
distributions from the plan. So long as 
there is a concern with the commence­
ment or continuation of benefits to par­
ticipants or beneficiaries, summary plan 
description reporting is appropriate. 
Thus “frozen plans,” for example, are 
required to file summary plan descrip­
tions with the Secretary of Labor. The 
test for welfare plans is whether an event 
can occur which will result in a liability 
of the plan to pay benefits. Under the 
regulation, the discovery of a claim does 
not constitute an event.

Section 2520.10413-2. Under paragraph
(a) of this section, plan administrators 
are required to furnish the summary 
plan description to plan participants 
and beneficiaries as provided under sec­
tion 104(b) (1) of tire Act. Plan admin­
istrators of plans subject to Part 1 of 
Title I of the Act must furnish a copy of 
the summary plan description and a 
statement of ERISA rights as provided 
in § 2520.102-3(t) to each participant 
covered under the plan and each pen­
sion plan beneficiary receiving benefits 
under the plan, within 90 days after he 
or she becomes a participant or a bene­
ficiary receiving benefits, or, if later, 
within 120 days after the plan becomes 
subject to Part 1 of Title I.

This section does not carry forward 
the alternative method of distribution 
for multiemployer plans of § 2520.104b-2
(b) of the June 9, 1975 proposed regula­
tions. Adequate alternative methods of 
compliance available to multiemployer 
plans are provided under § 2520.104b-l 
(41 FR 15957, April 23, 1976). That final 
regulation provides several alternative 
methods of distribution to participants 
and beneficiaries (e.g., special insert in a 
periodical, in-hand delivery at the work­
site, third class mail with return re­
quested and forwarding postage guar­
anteed) .

Paragraph (c) provides the de­
ferred disclosure date for plans which 
comply with the requirements of § 2520.- 
104-5 and 2520.104-6 (the ERISA Notice 
procedure).

Of the various comments received re­
garding paragraph (d), most were di­
rected at the inability of plans to con­
tinue to use the Form EBS-1 as the sum­
mary plan description, as had been pro­
vided under an earlier proposed version 
of this section. Because the Form EBS-1 
has been completely revamped since the 
earlier proposal, the EBS-1 will no 
longer serve as a summary plan descrip­
tion device for participants and bene­
ficiaries.

However, because of the deferral of ini­
tial reporting and disclosure to May 30,
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1976 (under proposed § 2520.104-3), and 
the reliance provided under thé pre­
amble and proposed regulation § 2520.- 
104a-3 issued on June 9, 1975'(40 FR 
25642) . some plans have filed an FBS-1 
(print date 4/75) as a summary plan de­
scription with the Secretary, and have 
furnished such completed EBS-1’s to 
plan participants and beneficiaries. 
Paragraph (d) of this regulation there­
fore provides that if a plan has filed 
with the Department and disclosed to 
participants and beneficiaries a Form 
EBS-1, in reliance upon the proposed 
regulations of June 9, 1975, such a filing 
and disclosure will satisfy this regula­
tion.

Under paragraph (e) a second cate­
gory of plans, those which filed with the 
Secretary and disclosed to participants 
and beneficiaries a summary plan de­
scription on or before May 30, 1976 and 
relied upon the filing and disclosure 
method described in the preamble to the 
final regulations published in the Fed­
eral Register on April 23, 1976 (41 FR  
16957) and announced in Departmental 
press release USDL-76-706, published 
April 21, 1976, are deemed to have satis­
fied the requirements for the initial dis­
closure of the summary plan description 
under section 104(b)(1) (B) of the Act 
and § 2520.104b-2 of the final regula­
tions.

A separate requirement to furnish the 
statement of ERISA rights to partici­
pants and beneficiaries is included in 
subparagraphs (d) (2) and (e) (2). These 
subparagraphs were not previously pro­
posed and are interim regulations pend­
ing adoption of a final rule. Although 
these plans are deemed to have satisfied 
the initial summary plan description re­
quirements, they have not furnished a 
statement of ERISA rights, which is a 
separate requirement under the Act. 
There would appear to be no reason why 
participants in these plans could not be 
furnished with the statement relatively 
soon, and early notification of these 
rights is clearly in the interest of partici­
pants. Subparagraphs (d) (2) and (e)
(2) establish July 15, 1977 as the date by 
which the statement must be furnished.

A third category of plans is described 
in paragraph (f ) : those which filed with 
the Secretary and disclosed to partici­
pants and beneficiaries a summary plan 
description on or after September 2, 1974 
and before the date of publication of 
these regulations without reliance upon 
regulations or other documents issued 
by the Department but based upon the 
provisions of the Act (sections 102 and 
104 of Title I). Sfich plans shall be 
deemed to have satisfied the require­
ments for disclosure of the initial sum­
mary plan description, provided that the 
plan administrator on or before July 15,
1977 files with the Secretary a supple­
ment to the previously filed summary 
plan description containing any items of 
information required by § 2520.102-3 
which w.ere not included in thé summary 
plan description. The plan administra­
tor must also furnish copies of such sup­
plement to participants covered under 
the plan and pension plan beneficiaries 
receiving benefits under the plan on or

before July 15, 1977. The earlier filing 
and the supplement, viewed together as 
a unit, must meet the style and format 
requirements of § 2520.102-2.

Paragraph (f ) was not previously pro­
posed and is issued as an interim regula­
tion that will remain in effect, for plans 
in existence before publication of a final 
regulation, through July 15, 1977. This 
regulation is proposed in recognition that 
a certain number of plans, for valid busi­
ness and employee relations reasons, 
have made a good faith effort to comply 
with the statutory filing and disclosure 
obligation regarding the summary plan 
description. Plans which made such fil­
ings and disclosure did so in the absence 
of any assurances by the Department. 
However, because these plans attempted 
to comply with the Act and in doing so 
provided earlier disclosure of summary 
plan description information to plan 
participants and beneficiaries, such plans 
should not be required to incur the costs 
of duplicating their earlier effort. On the 
other hand, those summary plan descrip­
tions may not have included all of the in­
formation required to be included by 
these regulations. Paragraph (f) there­
fore requires these plans to come into 
full compliance by filing a supplement 
with the Secretary and disclosing it to 
plan participants and beneficiaries. The 
style and format requirements of § 2520.- 
102-2, except the requirement that bene­
fit restrictions, or a cross-reference to 
them, must be placed adjacent to the 
description of benefits may be satisfied 
by placing a statement in the supplement 
which references participants to descrip­
tions of benefits and benefit restrictions 
and describes their relationship.

Several comments indicated that plans 
should be able to satisfy the filing and 
disclosure obligations for the summary 
plan description by updating inserts in a 
looseleaf binder for those plans which 
use such systems for disclosure to their 
participants and beneficiaries. It is the 
position of the Department that the Act 
requires the issuance of a complete, new 
ERISA summary plan description by all 
plans, notwithstanding the fact that 
plans have engaged in some form of dis­
closure before the signing date of ERISA. 
Therefore, a wholly new set of materials 
containing the information required by 
these final regulations must be furnished 
to plan participants and 'beneficiaries, 
even by those plans which use a binder or 
looseleaf system, in order to meet the 
summary plan disclosure obligation. 
Plans that meet the post-ERISA filing 
and disclosure requirements of para­
graph (f) need not reissue and entire set 
of materials.

A new paragraph (g) is included in 
this séction which parallels § 2520.104a- 
3(c). The same tests are applied for de­
termining whether a plan has terminated 
for the purpose of disclosure of the sum­
mary plan description, for the same rea­
sons described in the preamble to 
§ 2520.104a-3(c).

Section 2520.104b-3. This section de­
scribes the procedures for furnishing 
participants under the plan and certain 
beneficiaries receiving benefits under the
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plan with summaries of material modifi­
cations to the plan and changes in infor­
mation required to be included in the 
summary plan description.

Paragraph (a) of the régulation gen­
erally follows the statutory language of 
sections 102 and 104b(l) of the Act. The 
regulation states the requirement that a 
plan administrator furnish a summary 
of any material modifications to the plan 
or change in information required to be 
included in the summary plan descrip­
tion within 210 days of the close of the 
plan year in which the modification or 
change is adopted. This summary must 
be comprehensive, accurate and written 
in a manner calculated to be understood 
by the average plan participant. It should 
be noted that to the extent that these 
final regulations effect a material modi­
fication or change in information re­
quired under section 102 of the Act, a 
summary of this material modification 
or change in information must be dis­
closed within the appropriate period. ‘

The effect of a retroactive material 
modification is explained. That is, the 
modification or change is deemed to be 
adopted on the date made, irrespective 
of when it is applied.

A new sentence and example have been 
added to clarify the operation of these 
rules with respect to amendments which 
are adopted and which take effect on 
some future date. Such “prospective” 
amendments are not uncommon and 
should be specifically addressed. The rule 
contained in the new sentence requires 
disclosure 210 days after the close of the 
plan year in which the amendment is 
adopted. However, a material modifica­
tion or change may be rescinded by the 
plan before its effective date or otherwise 
may not take effect. To relieve plans 
from a requirement that prospective 
amendments or material modifications 
which do not take effect be disclosed to 
plan participants or beneficiaries under 
section 102(a) of the Act, an exemption 
is provided for welfare plans under the 
authority of section 104(a) (3) of the Act, 
and an alternative method of compli­
ance is provided for pension plans un­
der the authority of section 110 of the 
Act. The following findings are made un­
der section 110 of the Act with respect to 
§ 2520.104b-3(a) as an alternative meth­
od of compliance for pension plans:

1. The alternative is consistent with the 
purposes of Tilde I of the Act, and provides 
adequate disclosure to participants and ben­
eficiaries. Plan participants and beneficiaries 
will receive all information concerning modi­
fications and changes to the plan which may 
affect their rights and obligations under the 
plan.
2. Requiring pension plans to disclose a 
summary of an amendment or material modi­
fication which does not take effect, would re­
sult in increased costs to the plan and also 
subject the plan to an unreasonable ad­
ministrative burden. In the absence of an 
alternative, plans would be required to pre­
pare and disclose a summary of material 
modifications when the plan was prospec­
tively amended, and would be required to 
prepare and disclose a second summary if the 
amendment were rescinded or did not take 
effect for some other reason. Such duplica­
tion would be wasteful of plan assets.

3. Requiring pension plans to disclose a 
summary of an amendment or material modi­
fication which does not take effect would be 
adverse to  the interests of plan participants 
and beneficiaries in the aggregate. The dis­
closure of a summary of a prospective amend­
ment, and a subsequent disclosure of a with­
drawal of that amendment could unneces­
sarily confuse or mislead some participants.

The regulation also clarifies in para­
graph (b) the effect of timely publication 
of a summary plan description upon the 
requirement to furnish summaries of 
material modifications and changes in in­
formation required to be in the summary 
plan description. No separate disclosure 
is required for modification or changes in 
plan information which are incorporated 
in the initial summary plan descrip­
tion. Modifications and changes in plan 
information which are incorporated in 
an updated summary plan description are 
not required to be disclosed separately if 
the updated summary plan description is 
furnished prior to the expiration of the 
disclosure period for the summary of 
modifications and changes.

In response to comments on the. June 9, 
1975, proposed regulations, a new sub- 
paragraph (c) has been added to enable 
new plan participants and new benefici­
aries receiving benefits to receive previ­
ously issued summaries of material modi­
fications to the plan. The furnishing of 
these previously issued summaries will 
inform the new participant or beneficiary 
receiving benefits of material modifica­
tions and changes made prior to his or 
her entrance into the plan, where such 
changes have not yet been incorporated 
into a summary plan description or up­
dated summary plan description.

Also, other comments pointed out that 
plan participants and beneficiaries need 
not make a request to receive the sum­
mary of material modifications. Rather, 
the plan administrator, under the au­
thority of section 104(b) (1) of the Act, 
must furnish the summary within 210 
days of the close of the plan year in 
which the modification or change was 
made. The ambiguous request language 
was removed from this section.

Section 252Q.104b-4 Comments re­
ceived by the Department of Labor on 
§ 2523.20 of the December 4, 1974 pro­
posed regulations, relating to the obliga­
tion to furnish the summary plan de­
scription, suggested that the plan ad­
ministrator of a pension plan should not 
be required to furnish detailed current 
information about a plan to retired par­
ticipants. Specifically, it was suggested 
that copies of summary plan descrip­
tions, updated summary plan descrip­
tions, and summaries of modifications 
and changes described in section 102 
(a)(1) of the Act which do not affect 
the retiree should not be required if the 
retiree has previously been furnished a 
copy of'a document describing his or her 
benefits. The comments pointed out that 
to require furnishing superfluous and ir­
relevant plan documents to retirees 
would not only be wasteful to plans, but 
also might result in confusion, mis­
understandings and uncertainty on the 
part of the retirees. Since many retirees

would seek clarification of these docu­
ments from the plan staff, plan admin­
istrative burdens and costs would be in­
creased with little or no countervailing 
benefit to the retirees. Pursuant to these 
comments, § 2520.104b-4 was included 
in the proposed regulations published on 
June 9, 1975.

Jn  response to public comments on the 
June 9, 1975 proposal, this section has 
been modified to include participants 
who separated with a deferred vested 
benefit (“vested separated partici­
pants”) . As the comments pointed out, 
the considerations which led to the es­
tablishment of this alternative for re­
tired participants and beneficiaries 
apply equally to vested separated par­
ticipants. As a general rule, their rights 
under the plan are fixed at the time of 
separation. Also the same problems and 
potential for confusion exist for this 
class of participants as for retirees and 
beneficiaries.

Under the authority of section 110 of 
the Act, § 2520.104b-4 provides an alter­
native method of compliance for pension 
plans in dealing with such participants 
and beneficiaries. The alternative re­
moves the requirement to furnish to 
members of the following classes— 
retired participants, beneficiaries re­
ceiving benefits under the plan, and 
vested separated participants—provid­
ing that they have already received 
copies pf the following documents satis­
fying the summary plan description 
style, format, and (with certain excep­
tions) content requirements of §§ 2520.- 
102-2 and 2520.102-3—copies of sum­
mary plan descriptions, updated sum­
mary plan descriptions, and summaries 
of certain material modifications to the 
plan and certain changes in the infor­
mation required by section 102 of the 
Act to be included in the summary plan 
descriptions. The plan is, however, re­
quired to furnish such participants and 
beneficiaries, on or before July 15, 1977, 
with a supplement that contains those 
parts of the information required in a 
summary plan description that they had 
not already received.
/  Under the alternative method, each 
time the summary plan description or 
updated summary plan description is 
published, the retiree, vested separated 
participant or beneficiary must receive a 
notice stating that he or she may obtain 
a copy of it without charge upon request 
from the plan administrator. The no­
tice must also state that benefit rights 
of retirees, vested separated participants 
or beneficiaries are set forth in a sum­
mary plan description which was furn­
ished earlier. In addition, if the plan ad­
ministrator has not furnished the retiree, 
vested separated participant or benefici­
ary receiving benefits with information 
about his or her rights under the Act, 
whether as a supplementary statement 
or as a part of a summary plan de­
scription, the notice must provide such 
information. If a person in one of these 
classes requests a copy of the current 
summary plan description, the plan ad­
ministrator must provide it, without 
charge.
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Summaries of material modifica­
tions in the terms of the plan and 
changes in the information required by 
section 102(b) of the Act to be included 
in the summary plan description need 
not be furnished to retirees, vested sep­
arated participants and beneficiaries if 
these modifications or changes in no way 
affect the rights of retirees, vested sepa­
rated participants, or beneficiaries under 
the plan. As with summary plan descrip­
tions,, retirees, vested separated partici­
pants, or beneficiaries are entitled to 
receive copies of material modifications 
and changes in information, with­
out charge on request.

Pursuant to the requirements of sec­
tion 110 of the Act, the Secretary makes 
the following findings with respect to the 
alternative method of compliance for 
furnishing pension plan documents to 
retired participants, vested separated 
participants and beneficiaries:

( 1 ) The use of this alternative method 
of compliance is consistent with the 
purposes of Title I of the Act and pro­
vides adequate disclosure to participants 
and beneficiaries with respect to whom 
the alternative method may be used. 
Under the alternative method, only in­
formation which is superfluous or ir­
relevant to such participants and bene­
ficiaries will not be furnished to them, 
and in any case, they may obtain copies 
of this information, without charge, upon 
request.

(2) The application of the require­
ments of section 104(b)(1) of the Act, 
relating to the time for furnishing copies 
of the summary plan description, up­
dated summary plan description, and 
summary descriptions of material mod­
ifications and changes in the information 
required to be contained in the summary 
plan descriptions, would increase costs to 
pension plans and impose unreasonable 
administrative burdens with respect to 
the operation of such plans, unnecessary 
costs associated with printing, handling 
and mailing superfluous and irrelevant 
information, and would create unneces­
sary administrative burdens by causing 
plan staff to devote time and effort to 
clearing up the confusion and misun­
derstanding which this information 
would occasion. .

(3) The application of the provisions 
of Part 1 of Title I the Act to which an 
alternative is here provided would be 
adverse to the interests of plan partici­
pants in the aggregate. For retired par­
ticipants and beneficiaries with respect 
to whom this alternative method is 
available, application of Part 1 would 
engender confusion, misunderstanding 
and uncertainty.

Accordingly, 29 CFR Part 2520 is 
amended by adding §§ 2520.102-2, 2520.- 
102-3, 2520.102-4, 2520.104-4, 2520.104- 
26, 2520.104-27, 2520.104a-3, 2520.104b-2, 
2520.104b-3, and 2520.104b-4 to read as 
follows:

Subpart B—-Contents of Plan Descriptions and 
Summary Plan Descriptions

Sec.
2520.102-2 Style and format of summary 

plan description.

Sec.
2520.102-3 Contents of summary plan de­

scription.
2520.102^4 Option for different summary 

plan descriptions.
Subpart D— Provisions Applicable to Both 
Reporting and Disclosure Requirements

2520.104- 4 Alternative method of compli­
ance for certain successor 
pension plans.

2520.104- 26 Limited exemption for certain
unfunded dues financed wel­
fare plans maintained by em­
ployee organizations.

2520.104- 27 Alternative method of compli­
ance for certain unfunded 
dues financed pension plans 
maintained by employee or­
ganizations.

Subpart E— Reporting Requirements 
2520.104a-3 Summary plan description. 

Subpart F— Disclosure Requirements
2520.104b-2 Summary plan description. 
2520.104b-3 Summary of material modifica­

tions to the plan and changes 
in the information required to 
be included in the summary 
plain description.

2520.104b-4 Alternative method of compli­
ance for furnishing pension 
plan documents to retired 
participants and their bene­
ficiaries and separated par­
ticipants with vested benefits.

Authority: Secs. 101, 102, 104, 105, 109, 
110, 111(b) (2), 111(c), 505, Pub. L. 93-406, 88 
Stat. 840-1, 847-52, 894 (29 TJ.S.C. 1021-2, 
1024-5, 1029-31, 1135); Secretary of Labor’s 
Order No. 13-76.
Subpart B— Contents of Plan Descriptions 

and Summary Plan Descriptions
§ 2520.102—2 Style and format o f sum­

mary plan description.
, (a) Method of presentation. The sum­

mary plan description shall be written in 
a manner calculated to be understood 
by the average plan participant and shall 
be sufficiently comprehensive to apprise 
the plan’s participants and beneficiaries 
of their rights and obligations under the 
plan. In fulfilling these requirements, the 
plan administrator shall exercise consid­
ered judgment and discretion by taking 
into account such factors as the level of 
comprehension and education of typical 
participants in the plan and the com­
plexity of the terms of the plan. Con­
sideration of these factors will usually 
require the limitation or elimination of 
technical jargon and of long, complex 
sentences, the use of clarifying examples 
and illustrations, the use of clear cross- 
references and a table of contents.

(b) General format. The format of 
the summary plan description must not 
have the effect of misleading, misinform­
ing or failing to inform participants and 
beneficiaries. Any description of excep­
tion, limitations, reductions, and other 
restrictions of plan benefits shall not be 
minimized, rendered obscure or -ether- 
wise made to appear unimportant. Such 
exceptions, limitations, reductions, or re­
strictions of plan benefits shall be de­
scribed or summarized in a manner not 
less prominent than the style, captions, 
printing type, and prominence used to 
describe or summarize plan benefits. The

advantages and disadvantages of the 
plan shall be presented without either 
exaggerating the benefits or minimizing 
the limitations. The description or sum­
mary of restrictive plan provisions need 
not be disclosed in the summary plan 
description in close conjunction with the 
description or summary of benefits, 
provided that adjàcent to the benefit 
description the page on which the re­
strictions are described is noted.

(c) Foreign languages. In the case of 
either—

(1) A plan that covers fewer than 100 
participants at the beginning of a plan 
year, and in which 25 percent or more 
of all plan participants are literate only 
in the same non-English langauge, or

(2) A plan which covers 100 or more 
participants at the beginning of the plan 
year, and in which the lesser of (A) 500 
or more participants, or (B) 10% or 
more of all plan participante are literate 
only in the same non-English language, 
so that a summary plan description in 
English would fail to inform these parti­
cipants adequately of their rights and 
obligations under the plan, the plan ad­
ministrator for such plan shall provide 
these participants with an English- 
language summary plan description 
which prominently displays a notice, in 
the non-English language common to 
these participants, offering them assist­
ance. The assistance provided heed not 
involve written materials, but shall be 
given in the non-English language com­
mon to these participants and shall be 
calculated to provide them with a reason­
able opportunity to become informed as 
to their rights and obligations under the 
plan. The notice offering assistance con­
tained in the summary plan description 
shall clearly set forth in the non-English 
language common to such participants 
the procedures they must follow in order 
to obtain Such assistance.

Example. Employer A maintains a pension 
plan which covers 1000 participants. At the 
beginning of a plan *$ear five hundred of 
Employer A’s covered employees are literate 
only in Spanish, 101 are literate only in 
Vietnamese, and the remaining 399 are liter­
ate in English. Each of the 1000 employees 
receives a summary plan description in Eng­
lish, containing an assistance notice in both 
Spanish and Vietnamese stating the fol­
lowing:

“This booklet contains a summary in Eng­
lish of your plan rights and benefits under 
Employer A Pension Plan. If you have diffi­
culty understanding any part of this booklet, 
contact Mr. John Doe, the plan administra­
tor, at his office in Boom 123, 456 Main St., 
Anywhere City, State 20001. Office hours are 
from 8:30 A.M. to 5:00 P.M. Monday through 
Friday. You may also call the plan admin­
istrator’s office at (202) 555-2345 for as­
sistance.”
§ 2520.102—3 Contents o f summary plan 

description.
Section 102 of the Act specifies infor­

mation that must be included in the 
summary plan description. The sum­
mary plan description must accurately 
reflect the contents of the plans as of a 
date not earlier than 120 days prior to 
the date such summary plan description
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is disclosed. The following information 
shall be included in the summary plan 
description of both employee welfare 
benefit plans and employee pension bene­
fit plans, except as stated otherwise in 
paragraph (j) through (n) :

(a) The name of the plan, and, if 
différent, the name by which the plan 
is commonly known by its participants 
and beneficiaries;

(b) The name and address of—
(1) In the case of a single employer 

plan, the employer whose employees are 
covered by the plan,

(2) In the case of a plan maintained 
by an employee organization for its 
members, the employee organization 
that maintains the plan,

(3) In the case of a collectively-bar­
gained plan established or maintained 
by one or more employers and one or 
more employee organizations, the asso­
ciation, committee, joint board of trust­
ees, parent or most significant em­
ployer of a group of employers all of 
which contribute to the same plan, or 
other similar representative of the par­
ties who established or maintain the 
plan, as well as a statement that a com­
plete list of the employers and employee 
organizations sponsoring the plan may 
be obtained by participants and bene­
ficiaries upon written request to the plan 
administrator, and is available for ex­
amination by participants and benefici­
aries, as required by §§ 2520.104b-l and 
2520.104b-30; or

(4) In the case of a plan established 
or maintained by two or more employers, 
the association, committee, joint board 
of trustees, parent or most significant 
employer of a group of employers all of 
which contribute to the same plan, or 
other similar representative of the par­
ties who established or maintain the 
plan, as well as a statement that a com­
plete list of the employers sponsoring the 
plan may be obtained by participants 
and beneficiaries upon written request 
to the plan administrator, and is avail­
able for examination by participants and 
beneficiaries, as required by §§ 2520.- 
104b-l and 2520.104b-30.

(c) The employer identification num­
ber (EIN) assigned by the Internal Reve­
nue Service to the plan sponsor and the 
plan number assigned by the plan spon­
sor. (For further detailed explanation, 
see the instructions to the plan descrip­
tion Form EBS-1 and “Identification 
Numbers Under ERISA” (Publ. 1004), 
published jointly by DOL, 1RS, and 
PBGG) ;

(d) The type of pension or welfare 
plan, e.g., for pension plans—defined 
benefit, money purchase, profit sharing, 
etc., and for welfareplans—hospitaliza­
tion, disability, pre-paid legal service, 
etc.;

(e) The type of administration of the 
plan, e.g., contract administration, in­
surer administration, etc.;

(f) The name, business address and 
business telephone number of the plan 
administrator as that term is defined by 
section 3( 16) of the Act;

(g) The name of the person desig­
nated as agent for service of legal proc­

ess, and thè address at which process 
may be served on such person, and in ad­
dition, a statement that service of legal 
process may be made upon a plan trustee 
or the plan administrator;

(h) The name, title and address of the 
principal place of business of each trustee 
of the plan;

<i) If a plan is maintained pursuant 
to one or more collective bargaining 
agreements, a statement that the plan is 
so maintained, and that a copy of any 
such agreement may be obtained by par­
ticipants and beneficiaries upon written 
request to the plan administrator, and 
is available for examination by partici­
pants and beneficiaries, as required by 
§§ 2520.104b-l and 2520.104b-30. For the 
purpose of this paragraph, a plan.is 
maintained pursuant to a collective bar­
gaining agreement if such agreement 
controls any duties, rights or benefits un­
der the plan, even though such agree­
ment has been superseded in part for 
other purposes;

(j) The plan’s requirements respecting 
eligibility for participation and for bene­
fits. The summary plan description shall 
describe the plan’s provisions relating to 
eligibility to participate in the plan, such 
as age or years of service requirements, 
and the items listed in paragraphs (j)
(1) or (2) of this section as appropriate:

(1) For employee pension benefit 
plans, it shall also include a statement 
describing the plan’s normal retirement 
age, as that term is defined in section 
3(24) of the Act, and a statement de-> 
scribing any other conditions which 
must be met before a participant will 
be eligible to receive benefits. Such plan 
benefits shall be described or summa­
rized.

(2) For employee welfare benefit 
plans, it shall also include a statement 
of the conditions pertaining to eligibility 
to' receive benefits, and a description or 
summary of the benefits. In the case of 
a welfare plan providing extensive sched­
ules of benefits (a medical care plan, 
for example), only a general description 
is required if reference is made to de­
tailed schedules of benefits which are 
available without cost to any participant 
or beneficiary who so requests;

(k) In the case of an employee pen­
sion benefit plan, a statement describ­
ing any joint and survivor benefits pro­
vided under the plan, including any 
requirement that an election be made as 
a condition to select or reject the joint 
and survivor annuity;

(l) For both pension and welfare ben­
efit plans, a statement clearly identify­
ing circumstances which may result in 
disqualification, ineligibility, or denial, 
loss, forfeiture or suspension of any ben­
efits that a participant or beneficiary 
might otherwise reasonably expect the 
plan to provide on the basis of the de­
scription of benefits required by para­
graphs (j) and (k).

(m) For an employee pension benefit 
plan the following information :

(1) if the benefits of the plan are not 
insured under Title IV of the Act, a 
statement of this fact, and the reason 
for the lack of insurance; and

(2) if the benefits of the plan are in­
sured under Title IV of the Act, there 
shall be included a statement of this 
fact, a summary of the pension benefit 
guaranty provisions of Title IV, and a 
statement indicating that further in­
formation on the provisions of Title TV 
can be obtained from the plan adminis­
trator or the Pension Benefit Guaranty 
Corporation. The address of the PBGC 
shall be provided.

(3) a summary plan description will 
be deemed to have complied with para­
graph (m) (2) of this section if it in­
cludes the following statement in the 
summary plan description:

Benefits under this plan are insured by the 
Pension Benefit Guaranty Corporation 
(PBGÇ) if the plan terminates. Generally, 
the PBGC guarantees most vested normal 
age retirement benefits, early retirement 
benefits, and certain disability and survivor’s 
pensions. However-, PBGC does not guarantee 
all types of benefits under covered plans, and 
the, amount of benefit protection is subject 
to certain limitations.

The PBGC guarantees vested benefits at 
the level in effect on the date of plan 'ter­
mination. However, if a plan has been in 
effect less than five years before it ter­
minates, or if benefits have been increased 
within the five years before plan termina­
tion, the whole, amount of the plan’s vested 
benefits or the benefit increase may not be 
guaranteed. In addition, there is a ceiling 
on the amount of monthly benefit that PBGC 
guarantees, which is adjusted periodically.

For more information on the PBGC in­
surance protection and its limitations, ask 
your Plan Administrator or the PBGC. In­
quiries to the PBGC should be addressed to 
the Office of Communications, PBGC, 2020 K 
Street NW., Washington, D.C. 20006. The 
PBGC Office of Communications may also be 
reached by calling (202) 254-4817.

(n) In the case of an employee pen­
sion benefit plan, a description and ex­
planation of the plan provisions for 
determining years of service for eligi­
bility to participate, vesting, and breaks 
in service, and years of participation for 
benefit accrual. The description shall 
state the service required to accrue full 
benefits and the manner in which accrual 
of benefits is prorated for employees fail­
ing to complete full service for a year.

(o) In the case of an employee pen­
sion benefit plan that will use the “cut­
back” rule of Internal Revenue Service 
Revenue Ruling 76-378, IRB 1976-40, 
October 4, 1976, to make retroactive 
changes in the vesting or accrual provi­
sions described in the summary plan 
description, a statement that certain 
provisions of the plan are subject to 
amendment which directly or indirectly 
modifies certain plan rights and benefits, 
the nature of such modifications, the 
identification by reference of such plan 
provisions, and the identification by 
reference of the portions of the summary 
plan description where such provisions 
are described. Such statement may be 
either printed within the text of the 
summary plan description or it may be 
printed in a separate sheet and disclosed 
together with the summary plan descrip­
tion.

(p) The sources of contributions to 
the plan—-for example, employer, em-
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ployee organization, employees—and the 
method by which the amount of contri­
bution is calculated. Defined benefit pen­
sion plans may state without further ex­
planation that the contribution is 
actuarially determined.

(q) The identity of any funding me­
dium used for the accumulation of assets 
through which benefits are provided. The 
summary plan description shall identify 
any insurance company, trust fund, or 
any other institution, organization, or 
entity which maintains a fund on behalf 
of the plan or through which the plan is 
funded or benefits are provided;

(r) The date of the end of the year 
for purposes of maintaining the plan’s 
fiscal records;

(s) The procedures to be followed in 
presenting claims for benefits under the 
plan and the remedies available under 
the plan for the redress of claims which 
are denied in whole pr in part (including 
procedures required under section 503 of 
Title I of the Act) ; and

(t) (1) the statement of ERISA rights 
described in section 104(c) of the Act, 
containing the information applicable to 
the plan included in the model state­
ment of paragraph (t) (2) of this sec­
tion. Information which is not applica­
ble to the plan is not required to be 
included. The statement may contain ex­
planatory and descriptive provisions in 
addition to those prescribed in paragraph 
(t) (2) of this section. However, the style 
and format of the statement shall not 
have the effect of misleading, misinform­
ing or failing to inform participants and 
beneficiaries of a plan. Any additional 
explanatory information shall be written 
in a manner calculated to be understood 
by the average plan participant, taking 
into account factors such as the level of 
comprehension and education of typical 
participants in the plan and the complex­
ity of the items required under this sub- 
paragraph to be included in the state­
ment. Inaccurate or misleading explana­
tory material will fail to meet the re­
quirements of this section.

(2) A plan administrator who uses the 
language of the statement set forth be­
low will be deemed to meet the require­
ments of paragraph (t) (1) of this sec­
tion. Information which is not applicable 
to a particular plan may be deleted.

(3) As a participant in (Name of 
Plan) you are entitled to certain rights 
and protections under the Employee 
Retirement Income Security Act of 1974. 
ERISA provides that all plan partici­
pants shall be entitled to:

(i) Examine, without charge, at the 
plan administrator’s office and at other 
locations (worksites and union halls), 
all plan documents, including insurance 
contracts, collective bargaining agree­
ments and copies of all documents filed 
by the plan with the U.S. Department 
of Labor, such as annual reports and 
plan descriptions.

(ii) Obtain copies of all plan docu­
ments and other-plan information upon 
written request to the plan administra­
tor. The administrator may make a rea­
sonable Charge for the copies.

(iii) Receive a summary of the plan’s 
annual financial report. The plan admin­
istrator is required by law to furnish 
each participant with a copy of this 
summary financial report.

(iv) Obtain, once a year, a statement 
of the total pension benefits accrued and 
the nonforfeitable (vested) pension ben­
efits (if any) or the earliest date on 
which benefits will become nonforfeitable 
(vested). The plan may require a writ­
ten request for this statement, but it 
must provide the statement free of 
charge.

(v) File suit in a federal court, if any 
materials requested are not received 
within 30 days of the participant’s re­
quest, unless the materials were not sent 
because of matters beyond the control 
of the administrator. The court may re­
quire the plan administrator to pay up 
to $100 for each day’s delay until the 
materials are received^

(4) In addition to creating rights for 
plan participants, ERISA imposes obli­
gations upon the persons who are respon­
sible for the operation of the employee 
benefit plan.

(5) These persons are referred to as 
“fiduciaries” in the law. Fiduciaries must 
act solely in the interest of the plan par­
ticipants and they must exercise pru­
dence in the performance of their plan 
duties. Fiduciaries who violate ERISA 
may be removed and required to make 
good any losses they have caused the 
plan.

(6) Your employer may not fire you or 
discriminate against you to prevent you 
from obtaining a [pension, welfare! 
benefit or exercising your rights under 
ERISA.

(7) If you/are improperly denied a
[pension, welfare! benefit in full or in 
part, you have a right to file suit in a 
federal or a state court. If plan fiduci­
aries are misusing the plan’s money, you 
have a right to file suit in a federal court 
or request assistance from the U.S. De­
partment of Labor. If you are successful 
in your lawsuit, the court may, if it so 
decides, require the other party to pay 
your legal costs, including attorney’s 
fees. v

(8) If you have any questions about 
this statement or your rights under 
ERISA, you should contact the plan ad­
ministrator or the nearest Area Office of 
the U.S. Labor-Management Service Ad­
ministration, Department of Labor.
§ 2520.102—4 Option for different sum­

mary plan descriptions.
In some cases an employee benefit plan 

may provide different benefits for vari­
ous classes of participants and benefici­
aries. For example, a plan amendment 
altering benefits may apply to only those 
participants who are employees of an em­
ployer when the amendment is adopted 
and to employees who later become par­
ticipants, but not to participants who no 
longer are employees when the amend­
ment is adopted. (See § 2520.104b-4). 
Similarly, a plan may provide for differ­
ent benefits for participants employed 
at different plants of the employer, or for 
different classes of participants in the 
same plant. In such cases the plan ad­

ministrator may fulfill the requirement 
to furnish a summary plan description to 
participants covered under the plan and 
beneficiaries receiving benefits under the 
plan by furnishing to each member of 
each class of participants and benefici­
aries a copy of a summary plan descrip­
tion appropriate to that class. Each sum­
mary plan description so prepared shall 
follow the style and format prescribed 
in § 2520.102-2, and shall contain all in­
formation which is required to be con­
tained in the summary plan description 
under § 2520.102-3 It may omit informa­
tion which is not applicable to the class 
of participants or beneficiaries to which 
it is furnished. It should also clearly 
identify on the first page of the text the 
class of participants and beneficiaries for 
which it has been prepared and the 
plan’s coverage of other classes. If the 
classes which the employee benefit plan 
covers are too numerous to be listed ade­
quately on the first page of the text of 
the summary plan description, they may 
be listed elsewhere in the text so long as 
the first page of the text contains a ref­
erence to the page or pages in the text 
which contain this information. If the 
plan administrator elects to prepare 
more than one summary plan descrip­
tion, each such summary plan descrip­
tion shall be filed with the Secretary in 
the manner provided in § 2520.104a-3(b).
§ 2520 .1Q4—4 Alternative method of 

compliance for certain successor pen­
sion plans.

(a) General. Under the authority of 
section 110 of the Act, this section sets 
forth an alternative method of compli­
ance for certain successor pension plans 
in which some participants and benefi­
ciaries not only have their rights set out 
in the plan, but also retain eligibility for 
certain benefits under the terms of a 
former plan which has been merged into 
the successor. Under the alternative 
method, the plan administrator of the 
successor-plan is not required to describe 
relevant provisions of merged plans in 
summary plan descriptions of the suc­
cessor plan furnished after the merger 
to that class of participants and benefi­
ciaries still affected by the terms of the 
merged plans. Also, the plan adminis­
trator of the successor plan is not re­
quired to file with the Secretary of La­
bor a copy of the summary plan descrip­
tion of any merged plan.

(b) Scope and application. This alter­
native method of compliance is available 
only if:

(1) The plan administrator of the 
successor plan furnishes to the partici­
pants covered under the predecessor 
plan and beneficiaries receiving pension 
benefits under the predecessor plan with­
in 90 days after the effective date of the 
merger :

(i) A copy of the most recent sum­
mary plan description of the successor 
plan;

(ii) A copy of any summaries of ma­
terial modifications to the successor 
plan not incorporated in the most recent 
summary plan description; and

(iii) A separate statement containing
a brief description of the merger, a de-
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scription of the provisions of, and bene­
fits provided by, the predecessor and suc­
cessor plans which are applicable to the 
participants and beneficiaries of the 
predecessor plan, and a notice that cop­
ies of the predecessor ànd successor plan 
documents, as well as the merger docu­
ments, are available for inspection and 
that copies may be obtained upon writ­
ten request for a duplication charge 
(pursuant to § 2520.104b-30) ; and

(2) After the merger, the plan admin­
istrator, in all subsequent summary plan 
descriptions furnished pursuant to 
§ 2520.104b-2(a) (2) —

(i) Clearly and conspicuously identi­
fies the class of participants and benefi­
ciaries affected by the provisions of the 
merged plan, and

(ii) States the rights of participants 
and beneficiaries to inspect and copy 
documents as described in paragraph
(b) (1) of this section.
§ 2520.104—26 Limited exemption for 

certain unfunded dues financed wel­
fare plans maintained by employee 
organizations.

(a) Scop&,. Under the authority of sec­
tion 104(a) (3) of the Act, a welfare ben­
efit plan that meets the requirements of 
paragraph (b) of this section is ex­
empted from the provisions of the Act 
that require (i) filing with the Secretary 
a plan description and annual report and
(ii) furnishing a summary annual re­
port to participants and beneficiaries. 
Such plans may use a simplified method 
of reporting and disclosure to comply 
with the requirements (i) to furnish a 
summary plan description to partici­
pants and beneficiaries and (ii) to file a 
copy of the summary plan description 
with the Secretary, as follows:

(1) In lieu of filing a plan description 
and â summary plan description with 
the Secretary,

(1) filing is made under the Labor- 
Management Reporting and Disclosure 
Act (LMRDA) and regulations there­
under, of the Report Form LM-1 or LM- 
1A, together with a copy of the employee 
organization constitution or by-laws in 
which the plan is described, and

(ii) filing is made of any document- 
furnished to participants and benefici­
aries, in accordance with subparagraph 
(3). •

(2) In lieu of filing an annual report 
with the Secretary or distributing a sum­
mary annual report, a filing is made of 
Report Form LM-2 or LM-3, pursuant 
to the LMRDA and regulations there­
under.

(3) (i) The plan meets the require­
ments for furnishing a summary plan 
description of § 2520.104b-2(f), except 
the requirement of subparagraph (1) of 
that paragraph to have furnished the 
summary plan description before the date 
of publication of these regulations. The 
employee organization constitution or 
by-laws may be used as the summary 
Plan description, if they meet the re­
quirements of that paragraph.

(ii) Notwithstanding subparagraph
(i), if any provisions of such documents 
indicate that a certain portion of mem­

bers’ dues or a certain portion of the 
employee organization’s assets will be 
used only for the payment of benefits, 
although such portion of dues or assets 
may legally be used for general employee 
organization purposes, or are subject to 
the claims of general creditors of the 
employee organization, such documents 
may nevertheless be used as the sum­
mary plan description Provided, That:

(A) The supplement required by 
§ 2520.104b-2(f) contains a clear state­
ment that such portion of dues or assets 
may legally be used for general employee 
.organization purposes or are subject to 
the claims of general creditors of the em­
ployee organization, and

(B) The employee organization con­
stitution or by-laws are amended as soon 
as possible following normal procedures 
(e.g., at the next regularly scheduled em­
ployee organization convention, in the 
case of a constitution or by-laws which 
provide for amendment in regularly 
scheduled conventions) to reflect accu­
rately the funded or unfunded status of 
the plan.

(b) Application. This exemption is 
available only to welfare benefit plans 
maintained by an employee organization, 
as that term is defined in section 3(4) 
of the Act, paid for out of the employee 
organization’s general assets, which are 
derived wholly or partly from member­
ship dues, and which cover employee or­
ganization members and their benefici­
aries. .

(c) Limitations. This exemption does 
not exempt the administrator from any 
other requirement of Part 1 of Title I 
of the Act.
§ 2520.104—27 Alternative method o f  

compliance for certain unfunded  
dues financed pension plans main­
tained by employee organizations.

(a) Scope. Under the authority of sec­
tion 110 of the Act' a pension benefit 
plan that hieets the requirements of par­
agraph (b) of this section is exempted 
from the provisions of the Act that re­
quire (i) filing with the Secretary a plan 
description and annual report and (ii) 
furbishing a summary annual report to 
participants and beneficiaries receiving 
benefits. Such plans may use a simplified 
method of reporting and disclosure to 
comply with the requirements (i) to fur­
nish a summary plan description to par­
ticipants and beneficiaries receiving ben­
efits and (ii) to file a copy of the sum­
mary plan description with the Secretary, 
as follows:

(1) In lieu of filing a plan description 
and a summary plan description with the 
Secretary,

(i) filing is made under the Labor- 
Management Reporting and Disclosure 
Act (LMRDA) and regulations thereun­
der, of the Report Form LM-1 on LM-1A, 
together with a copy of the employee 
organization constitution or by-laws in 
which the plan is described, and

(ii) Filing is made of any document 
furnished to participants and benefi­
ciaries, in accordance with subparagraph
(3).

(2) in  lieu of filing an annual report 
With the Secretary or distributing a sum­
mary annual report, a filing is made of 
Report Form LM-2 or LM-3, pursuant to 
the LMRDA and regulations thereunder.

(3) (i) The plan meets the require­
ments for furnishing the summary plan 
description of § 2520.104b-2(f) except 
the requirement of subparagraph (1) of 
that paragraph to have furnished the 
summary plan description before the 
date of publication of these regulations. 
The employee organization constitution 
or by-laws may be used as the summary 
plan description, if they meet the re­
quirements of that paragraph.

(ii) Notwithstanding subparagraph (i), 
if any provisions of such documents in­
dicate that a certain portion of members’ 
dues or a certain portion of the em­
ployee organization’s assets will be used 
only for the payment of benefits, al­
though such portion of dues or assets 
may legally be Used for general employee 
organization purposes, or are subject to 
the claims of general creditors of the 
employee organization, such documents 
may nevertheless be used as the sum­
mary plan description Provided, That:

(A) The supplement required by 
§ 2520.104b-2(f) contains a clear state­
ment that such portion of dues or as­
sets may legally be used for general em­
ployee organization purposes or are sub­
ject to the claims of general creditors of 
the employee organization, and

(B) The employee organization con­
stitution or by-laws are amended as soon 
as possible following normal procedures 
(e.g., a t the next regularly scheduled em­
ployee organization convention, in the 
case of a constitution or by-laws which 
provide for amendment in regularly 
scheduled conventions) to reflect accu­
rately the funded or unfunded status of 
the plan.

(b) Application. This exemption is 
available only to pension benefit plans 
maintained by an employee organiza­
tion, as that term is defined in section 
3(4) of the Act, paid for out of the em­
ployee organization’s general assets, 
which are derived wholly or partly from 
membership dues, and which cover em­
ployee organization members and their 
beneficiaries.

(c) Limitations. This exemption does 
not exempt the administrator from any 
other requirement of Part 1 of Title I of 
thé Act. y

Subpart E— Reporting Requirements
§ 2520.104a—3 Summary plan descrip­

tion.
(a) Filing obligation. The administra­

tor of a plan subject to the provisions 
of Part I of Title I  of the Act shall file 
with the Secretary of Labor a copy of 
the summary plan description which is 
required to be furnished to participants 
covered under the plan and pension plan 
beneficiaries receiving benefits under the 
plan. The copy of the summary plan 
description shall be filed on or before the 
last date on which a summary plan de­
scription may be furnished to such plan 
participants and beneficiaries under sec-
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tion 104(b) (1) (B) of the Act and 
§ 2520.104b-2.

(b) Filing of multiple summary plan 
descriptions. In  the case of a plan for 
which the plan administrator has chosen 
under § 2520.102-4 to prepare more than 
one summary plan description, the plan 
administrator shall file with the Secre­
tary a copy of each such summary plan 
description and a list identifying each 
such summary plan description. The 
name of the plan sponsor and the em­
ployer identification number (EIN) as­
signed to the plan sponsor by the In­
ternal Revenue Service shall appear on 
the cover page of each summary plan 
description filed and also on the list of 
such summary plan descriptions.

(c) Terminated plans. (1) If on or be­
fore the date by which a plan is required 
to file a summary plan description or up­
dated summary plan description under 
this section, the plan has terminated 
within the meaning of subparagraph (2), 
such plan is not required to file a sum­
mary plan description with the Secretary.

(2) For purposes of this section, a plan 
shall be considered terminated if:

(i) In the case of an employee pension 
benefit plan, all distributions to partici­
pants and beneficiaries have been com­
pleted; and

(ii) In the case of an employee welfare 
benefit plan, no claims can be incurred 

.which will result in a liability of the 
plan to pay benefits. A claim is incurred 
upon the occurrence of the event or con­
dition from which the claim arises 
(whether or not discovered).

(d) Filing address. The summary p’an 
description shall be filed with the Secre­
tary of Labor by mailing it to SPD, 
Pension and Welfare Benefit Programs, 
U.S. Department of Labor, 200 Constitu­
tion Ave. N.W., Washington, D.C. 20216, 
or by delivering it during normal working 
hours to Room N--4635, U.S. Department 
of Labor, 200 Constitution Ave. N.W., 
Washington, D.C.

(e) Alternative requirements for plans 
subject to the alternative ERISA Notice 
requirements. See § 2520.104b-2, and 
§ 2520.104-5 or § 2520.104-6. See § 2510.-
3-3 (d).

Subpart F— Disclosure Requirements
§ 2520.104b—2 Summary plan descrip­

tion.
(a) Obligation to furnish. Under th î 

authority of sections 104(b)(1) and 104
(c) of the Act, the plan administrator of 
an employee benefit plan subject to the 
provisions of Part 1 of Title I shall fur­
nish a copy of the summary plan descrip­
tion and a statement of ERISA rights as 
provided in § 2520.102-3 ( t) , to each par­

ticipant covered under the plan (as de­
fined in § 2510.3-3 (d)), and each bene­
ficiary receiving benefits under a pen­
sion plan on or before the later of :

(1) The date which is 90 days after the 
employee becomes a participant, or (in 
the case of a beneficiary receiving bene­
fits under a pension plan) within 90 days 
after he or she first receives benefits, 
except as provided in § 2520.104b-4(a), 
or,

(2) Within 120 days after the plan 
becomes subject to Part 1 of Title I.

(b) Periods for furnishing updated 
summary plan descriptions. [Reserved]

(c) Alternative ERISA Notice require­
ments. A plan which elected to comply 
with the alternative ERISA Notice pro­
cedure provided in § 2520.104-5 or 
§ 2520.104-6 is not required to furnish 
a copy of the summary plan description 
to participants and beneficiaries until 
the time described in the applicable sec­
tion, and will be deemed to have satis­
fied the requirements of section 104(b) 
(1) (B) of the Act until such time. 
Thereafter, the requirements of section 
104(b) (1) (B) of the Act and this section 
must be met in full.

(d) Use of form EBS-T as summary 
plan description. The plan administrator 
of an employee benefit plan shall be 
deemed to have satisfied the require­
ments of section 104(b) (1) (B) of the 
Act and this section for the initial dis­
closure of the summary plan description 
if the plan administrator filed a sum­
mary plan description pursuant to pro­
posed § 2520.104a-3(d) of the June 9, 
1975, proposed regulations (40 FR 
24642) ; § 2520.104-3 as issued on April 
30, 1975 (40 FR 19469; see also 40 FR 
20628, May 12,1975) ; proposed §§ 2522.40 
and 2523.30 as published on December 4, 
1974 (39 FR 42241) ; and the instructions 
on old form EBS-1 (bearing print date 
4/75), and if the plan administrator 
furnished copies of a complete Form 
EBS-1 bearing print date 4/75 to partici­
pants covered under the plan and bene­
ficiaries receiving benefits under the 
plan.

(2) Under the authority of section 
104(c) of the Act, a plan described in 
subparagraph (1) shall furnish to par­
ticipants covered under the plan and 
beneficiaries receiving benefits under the 
plan a statement of ERISA rights which 
complies with § 2520.102-3 (t) on or "be­
fore July 15, 1977.

(e) Disclosure obligation for plans 
which filed and disclosed by May 30, 
1976 in reliance upon regulations of the 
Department. The plan administrator of 
an employee benefit plan shall be deemed 
to have satisfied the requirements of 
section 104(b) (1) (B) of the Act and this 
section for the initial disclosure of the 
summary plan description if the plan ad­
ministrator filed a summary plan de­
scription based upon the final regulations 
published in the F ederal R egister on 
August 15, 1975 (40 FR 34526) and on 
specific sections of the proposed regula­
tions published in the Federal R egister 
on June 9,1975 (40 FR 24642) in reliance 
upon the preamble to the final regula­
tions published in the Federal R egister 
on April 23, 1976 (41 FR 16957) and an­
nounced in Departmental press release 
USDL 76-706, published April 21, 1976, 
and if the plan administrator furnished 
to participants covered under the plan 
and pension plan beneficiaries receiving 
benefits under the plan copies of such 
summary plan description.

(2) Under the authority of section 104 »
(c) of the Act, a plan described in sub- 
paragraph (1) shall furnish to partici­
pants covered under the plan and pen­
sion plan beneficiaries receiving benefits 
under the plan a statement of ERISA

rights which complies, with § 2520.1Q2-3 
(t) on or before July 15, 1977.

(f) Disclosure obligation for alf, other 
plans which pretiously filed and dis­
closed the summary plan description. (1) 
This section applies to those employee 
benefit plans which have filed with the 
Secretary and disclosed to participants 
covered under the plan and pension plan 
beneficiaries receiving benefits under the 
plan a summary plan description on or 
after September 2, 1974 and before the 
date of publication of these regulations 
and which are not described in para­
graphs (d) or (e) of this section.

(2) The plan administrator of an em­
ployee benefit plan described in para­
graph (f) (1) of this section shall be 
deemed to have satisfied the require­
ments of section 104(b)(1)(B) of the 
Act and this section for the initial dis­
closure of the summary plan description 
and the disclosure of the first updated 
summary plan description if the plan ad­
ministrator:

(1) Furnishes to participants covered 
under the plan and pension plan bene­
ficiaries receiving benefits under the plan 
on or before July 15, 1977 a copy of a 
supplement to the summary plan de­
scription which includes any items of 
information required by § 2520.102-3 
which were not included in the earlier 
document and which, taken together 
with the earlier document, meets the 
style and format requirements of § 2520.- 
102-2. The requirement of § 2520.102-2
(b) that benefit restrictions be described 
or cross referenced adjacent to the de­
scription of benefits will deemed satis­
fied if the supplement contains a state­
ment which references participants to 
the descriptions of benefits and benefit 
restrictions in the summary plan de­
scription and describes their relation­
ship; and

(ii) Furnishes to participants and 
beneficiaries a summary plan descrip­
tion which meets the requirements of 
§§ 2520.102-2 and 2520.102-3 within five 
years (or ten years) of the date of dis­
closure described in subparagraph (i).

(g) Terminated plans. (1) If, on or be­
fore the date by which a plan is required 
to furnish a summary plan description 
or updated summary plan description to 
participants and pension plan benefici­
aries under this section, the plan has 
terminated within the meaning of sub- 
paragraph (2), the administrator of such 
plan is not required to file with the Secre­
tary or to furnish to participants covered 
under the plan or to beneficiaries receiv­
ing benefits under the plan a summary 
plan description.

(2) For purposes of this section, a plan 
shall be considered terminated if:

(i) in the case of an employee pension 
benefit plan, all distributions to partici­
pants and beneficiaries have been com­
pleted; and

(ii) in the case of an employee welfare 
benefit plan, no claims can be incurred 
which will result in a liability of the plan 
to pay benefits. A claim is incurred upon 
the occurrence of the event or condition 
from which the claim arises (whether or 
not discovered).
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(h) Alternative requirements tor plans 
subject to the alternative ERISA Notice 
requirements. See § 2520.104-5 or § 2520.- 
104-6. See § 2510.3-3(d).

(i) Style and format of the summary 
plan description. See § 2520.102-2.

(j) Contents of the summary plan de­
scription. See § 2520.102-3.

(k) Option for different summary plan 
descriptions. See § 2520.102-4; § 2520.- 
104-26; and § 2520.104-27.

(l) Employee benefit plan—partici­
pant covered under a plan. See § 2510.3- 
3(d).
§ 2520.104b—3 Summary o f material 

modifications to the plan and changes 
in the information required to be 
included in the summary plan de­
scription.

(a) The administrator of an employee 
benefit plan subject to the provisions of 
Part 1 of Title I  of the Act shall, in ac­
cordance with § 2520.104b-l (b), furnish 
a summary description of any material 
modification to the plan and any change 
in the information required by section 
102(b) of the Act and § 2520.103-3 of 
these regulations to be included in the 
summary plan description to each par­
ticipant covered under the plan and each 
beneficiary receiving benefits under the 
plan. The plan administrator shall fur­
nish this summary, written in a manner 
calculated to be understood by the aver­
age plan participant, not later than 210 
days after the close of the plan year in 
which the modification or change was 
adopted. This disclosure date is not af­
fected by retroactive application to a 
prior plan year of an amendment which 
makes a material modification to the 
plan; a modification does not occur be­
fore it is adopted. For example, a calen­
dar year plan adopts a modification in 
April, 1978. The modification, by its 
terms, applies retroactively to the 1977 
plan year. A summary description of the 
material modification is furnished on or 
before July 29,1979. A plan which adopts 
an amendment which makes a  material 
modification to the plan which takes ef­
fect on a date in the future must disclose 
a summary of that modification within 
210 days after the close of the plan year 
in which the modification or change is 
adopted. Under the authority of sections 
104(a) (3) and 110 of the Act, a summary 
description of a material modification or 
change is not required to be disclosed if it 
is rescinded or otherwise does not take 
effect. For example, a calendar year plan 
adopts a modification in June, 1978. The 
modification, by its terms, becomes ef­
fective beginning in plan year 1979. Be­
fore the beginning of plan year 1979, the 
prospective modification is withdrawn. 
No summary of the material modification 
is required to be disclosed.

(b) The summary of material modi­
fications to the plan or changes in infor­
mation required to be included in the 
summary plan description need not be 
furnished separately if the changes or 
modifications are described in a timely 
summary plan description. For example, 
a calendar year plan adopts a material 
modification on June 3, 1976. The modi-
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fication is incorporated in a summary 
plan description furnished on July 15, 
1977. No separate summary of the ma­
terial modification is furnished. The plan 
adopts another material modification 
September 15,1977. A separate summary 
of the modification is furnished on or 
before July 29, 1978.

(c) The copy of the summary plan de­
scription furnished in accordance with 
§§ 2520.104b-2(a) (1) (i) and 2520.104b- 
4 shall be accompanied by all summaries 
of material modifications or changes in 
information required to be included in 
the summary plan description which 
have not been incorporated into that 
summary plan description.

(d) Alternative requirements for plans 
subject to the alternative ERISA Notice 
requirements. See § 2520.104a-3; § 2520.- 
104b-2 and § 2520.104-5 or 2520.104-6.

(e) Filing obligation for all other plans 
which previously filed and disclosed the 
summary plan description. See § 2520.104 
a-3.
§ 2520.104b—4 Alternative method o f  

compliance for furnishing pension  
plan documents to  retired partici­
pants and their beneficiaries and 
separated participants with vested 
benefits.

Under the authority of section 110 of 
the Act, in the case of an employee pen­
sion benefit plan—

(a) A copy of the summary plan 
description or updated summary plan 
description need not be furnished to a 
retired participant, a beneficiary re­
ceiving benefits, or a separated partici­
pant with vested benefits (“vested sepa­
rated participant”) within the time 
prescribed in section 104(b)(1) of the 
Act and § 2520.104b-2(a) for furnishing 
the summary plan description, and 
within the five or ten year periods pre­
scribed for furnishing updated summary 
plan descriptions in section 104(b) (1) of 
the Act and § 2520.104b-2 (c), if—

(1) (i) Such vested separated partici­
pant, beneficiary or retired participant 
was furnished with a copy of a document 
which;

(A) Satisfies the requirements of sec­
tion 102(a) (1) of the Act and § 2520.102- 
2 (relating to the style and format of the 
summary plan description) and § 2520.- 
102-3 (relating to the content of the 
summary plan description) ;

(B> Describes the rights and obliga­
tions under the plan of such vested 
separated participant, beneficiary or 
retired participant as of the date stated 
in subparagraph (ii) ; and

(C) Was furnished no earlier than the 
date stated in subparagraph (ii).

(ii) For purposes of subparagraphs 
(i) (B) and (C), the appropriate dates 
are: For a vested separated participant, 
the date of separation; for a beneficiary, 
the date on which payment of benefits 
commences, and for a retired partici­
pant, the date of retirement.

(iii) In the case of a person who re­
tired, became a beneficiary, or separated 
with vested benefits.,.before July 15, 
1977, a document will be deemed to 
comply with the requirements of sub-
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paragraph (1) (A) of this paragraph if 
the document omitted only information 
described in one or more of the provisions 
of § 2520.102-3 listed below, provided 
that a supplement containing such in­
formation, which meets the require­
ments of § 2520.102-2, is furnished to the 
retired participant, beneficiary or vested 
separated participant on or before July 
15,1977:

(A) Employee identification number 
(EIN), as required by § 2520.102-2(a) ;

(B) Type of administration, as re­
quired by § 2520.102-2 (e) ;

(C) Name of agent for service of legal 
process, as required by § 2520.102-2(g) ;

(D) Names and addresses of trustees, 
as required by § 2520.102-3 (h) ;

(E) Statement regarding plan termi­
nation insurance as required by § 2520.- 
102-3 (m) ;

(F) Date of the end of the fiscal year, 
as required by § 2520.102-3 (r) ; or

(G) Statement of ERISA rights, as re­
quired by § 2520.102-3(t).

(2) No later than the time prescribed 
section 104(b)(1) of the Act and

§ 2520.104b-l(a) for furnishing the sum­
mary plan description, and within the 
five or ten year periods prescribed by 
section 104(b)(1) of the Act and 
§ 2520.104b-2(e> for furnishing the up­
dated summary plan description, the re­
tired participant, beneficiary receiving 
benefits -under the plan or vested sepa­
rated participant is furnished a notice 
containing the following information:

(i) A statement that such participant, 
beneficiary, or vested* separated partici­
pant may obtain a copy of the summary 
plan description or updated summary 
plan description without charge, upon 
request, from the plan administrator, 
and

(ii) A statement that the benefit 
rights of such participant, beneficiary or 
vested separated participant are set forth 
in the earlier summary plan description 
described in paragraph (a)(1) of this 
section, and

(3) The plan administrator furnishes 
a copy of tiie summary plan description 
or updated summary plan description to 
such participant, beneficiary, or vested 
separated participant without charge, 
upon request.

(b) A summary description of a ma­
terial modification to the plan or a 
change in the information required to be 
included in the summary plan descrip­
tion need not be furnished to a retired- 
participant, a beneficiary receiving bene­
fits under the plan, or a vested separated 
participant within the time prescribed in 
section 104(b)(1) of the Act and 
§ 2520.104b-3 for furnishing summary 
descriptions of such modifications and 
changes if the material modification or 
change in no way affects such partici­
pant’s, beneficiary’s, or vested separated 
participant’s rights under the plan. A 
change in trustees, for example, is infor­
mation which such a person may need 
to know in order to make inquiries about 
his or her rights expeditiously, and hence 
must be furnished.

On the other hand, a modification in 
benefits under the plan to which such
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participant, beneficiary or vested sepa­
rated participant had not a t any time 
been entitled (and would not in the fu­
ture be entitled) would not affect his or 
her rights and hence need not be fur­
nished. If such participant, beneficiary, 
or vested separated participant requests 
a copy of a summary description of a 
material modification or a change which 
was not furnished, the plan admin­
istrator shall furnish the copy, without 
charge.

Effective date: This regulation shall 
become effective March 15, 19T7.

Signed at Washington, D.C., this 11th 
day of March, 1977.

J. Vernon B allard, 
Acting Administrator of Pen­

sion and Welfare Benefit Pro­
grams.

[FR Doc.77-7637 Filed 3-11-77:10:22 am]

PART 2520— RULES AND REGULATIONS
FOR REPORTING AND DISCLOSURE
Deferral of Summary Plan Description

Reporting and Disclosure Requirements
The amendments to §§ 2520.104-5 and

2520.104-6 (29 CFR 2520.104-5 and 2520.- 
104-6) contained in this regulation pro­
vide a short additional deferral of the 
Initial summary plan description report­
ing and disclosure requirements for wel­
fare and pension plans, respectively. Sec­
tions 2520.104-5 and 2520.104-6 pres­
ently require that welfare plans and cer­
tain pension plans file a copy of the 
summary plan description with the Sec­
retary, and furnish a copy to partici­
pants covered under the plan and ben­
eficiaries receiving benefits under a pen­
sion plan, not later than March 31,1977. 
The amendments to those sections con­
tained in this document defer the filing 
and disclosure date to July 15,1977.

These sections have not previously 
been proposed and are promulgated as 
final rules under the authority of 5 U.S.C. 
553(a) (3) (B) of the Administrative Pro­
cedure Act, which permits an agency for 
good cause to issue a final rule without 
notice and opportunity for comment if 
“notice and public procedure thereon are 
impracticable, unnecessary, or contrary 
to the public interest.” Pursuant to the 
requirements of 5 U.S.C. 553(a)(3)(B), 
a brief statement of reasons supporting 
a finding of good cause by an agency 
must accompany the issuance of a final 
rule without public notice and comment 
under this section. The following fifidings 
are made pursuant to 5 U.S.C. 553(a)
(3) (B ):

Issuance of a proposal to defer the 
March 31, 1977 reporting and disclosure 
deadline for summary plan descriptions 
would be impracticable because plan ad­
ministrators must have a reasonable pe­
riod of time before a due date in which 
to make preparations for compliance. 
Previous public comments (see 41 FR 
16958) have indicated that the time re­
maining before the March 31, 1977 date 
is inadequate. Consequently, only a cer­
tain, i.e. final, rule would be effective at 
this time.

RULES AND REGULATIONS

Accordingly, 29 CFR 2520.Î04-5 and
2520.104-6 are revised as set forth below.

Effective daté: This regulation shall 
become effective March 15,1977.

Signed at Washington, D.C. this 11th 
day of March 1977.

J. Vernon Ballard, 
Acting Administrator of Pension 

and Welfare Benefit Pro­
grams.

§ 2520.104—5 Deferral o f certain re­
porting and disclosure requirements 
relating to the summary plan de­
scription for welfare plans.

(a) General Rule. Under the authority 
of section 104(a) (3) of the Act, em­
ployee welfare benefit plans described 
in and meeting the conditions of para­
graph (b) may defer certain reporting 
and disclosure requirements that apply 
on and after May 30, 1976. These re­
quirements may be deferred until dates 
that are no earlier than July 15, 1977, 
as provided in paragraph (c). This de­
ferral is available only to welfare plans 
that are subject to the provisions of 
Part 1, Title I on or before December 1,
1976. The requirements that may be de­
ferred include filing a copy of a sum­
mary plan description with the Secre­
tary, furnishing a copy of a summary 
plan description to participants of a 
plan; filing material modifications to the 
plan and changes in the information re­
quired to be included in the summary 
plan description with the Secretary; 
and furnishing a summary description 
of such modifications or changes to par­
ticipants of a plan and furnishing a copy 
of the latest summary plan description 
to participants and beneficiaries upon 
written request. Welfare plans which be­
come subject to Part 1 on or after De­
cember 2,1976 but before Marçh 17,1977 
may defer the requirements described in 
the preceding sentence until the times 
described in paragraph (c). Such plans 
are not required to meet the conditions 
of paragraph (b). Welfare plans which 
become subject to Part 1 on or after 
March 17, 1977, shall meet the general 
reporting and disclosure provisions set 
forth in Part 1 and regulations issued 
thereunder.

(b) Application. (1) In the case of a 
welfare plan subject to the provisions of 
Part 1, Title I of the Act on or before 
March 2, 1976, the plan administrator 
may defer until the times specified in 
paragraph (c) compliance with the fol­
lowing requirements : to file a copy of the 
summary plan description with the Sec­
retary on or before May 30, 1976, in ac­
cordance with section 104(a) (1) (C) of 
the Act and § 2520.104-3; to furnish a 
copy of the summary plan description to 
participants on or before May 30,1976 in 
accordance with section 104(b) (1) of the 
Act and § 2520.104-3; to file with the Sec­
retary material modifications to the plan 
and changes in the information required 
to be included in the summary plan de­
scription in accordance with section 
104(a) (1) (D) of the Act and § 2520.104- 
3; to furnish a summary description of 
such modifications and changes to par­
ticipants in accordance with section 104

(b) (1) of the Act and § 2520.104-3; and 
to furnish a copy of the latest summary 
plan description to any participant or 
beneficiary upon written request in 
accordance with section 104(b) (4) 
of the Act and § 2520.104-3; if the 
administrator ,

(1) Furnishes an ERISA Notice which 
meets the requirements of § 2520.104b-5 
on or before May 30,1976 to each partici­
pant covered under the plan as of March 
2,1976.

(ii) Furnishes an ERISA Notice which 
meets the requirements of § 2520.104b-5 
to each person who becomes a partici­
pant covered under the plan after March 
2, 1976 and before December 2, 1976, 
within 90 days after that person becomes 
a participant covered under the plan and

(iii) Furnishes a copy of the ERISA 
Notice, without charge, upon request to 
any participant covered under the plan 
or beneficiary to whom no copy of the 
Notice has been previously furnished.

(2) In the case of a welfare plan sub­
ject to the provisions of Part 1, Title I 
of the Act after March 2,1976 but before 
December 2,1976, the plan administrator 
may defer compliance with the following 
requirements: to file a copy of the sum­
mary plan description with the Secretary 
within 120 days after becoming subject 
to Part 1, Title I  in accordance with sec­
tion 104(a) (1) (C) of the Act; to furnish 
a copy of the summary plan description 
within 120 days after becoming subject 
to Part 1, Title I in accordance with sec­
tion 104(b) (1) of the Act; to file with the 
Secretary material modifications and 
changes in the information required to 
be included in the summary plan descrip­
tion in accordance with section 104(a)
(1) (D) of the Act; to furnish a summary 
description of such modifications and 
changes to participants in accordance 
with section 104(b) (1) of the Act; and 
to furnish a copy of the latest summary 
plan description to any participant or 
beneficiary upon request in accordance 
with section 104(b) (4) of the Act; if the 
administrator

(i) Furnishes an ERISA Notice which 
meets the requirements of § 2520.104b-5 
within 90 days after the date the plan be­
comes subject to the provisions of Part 1, 
Title I, to each person who is a partici­
pant covered under the plan on the date 
the plan becomes subject to the provi­
sions of Part 1, Title I.

(ii) Furnishes an ERISA Notice which 
meets the requirements of § 2520.104b-5 
to each person who becomes a partici­
pant covered under the plan after the 
date on which the plan becomes subject 
to the provisions of Part 1, Title I and 
before December 2, 1976, within 90 days 
after that person becomes a participant 
covered under the plan, and

(iii) Furnishes a copy of the E R IS A  
Notice, without charge, upon request to 
any participant covered under the plan 
or beneficiary to whom no copy of the 
Notice has been previously furnished.

(3) The administrator of a welfare 
plan who elects to defer compliance with 
the statutory requirements described in 
paragraph (b) (1) or (b) (2) is not re­
quired to file with the Secretary a copy

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



RULES AND REGULATIONS 14281
of the ERISA Notice furnished to partic­
ipants; however, such Notice must be 
filed with the Secretary upon request in 
accordance with section 104(a) (1) of 
the Act.

(c) The administrator of a welfare 
plan who elects to defer compliance with 
the statutory requirements described in 
paragraph (b) (1) or (b) (2)

(1) Shall file a copy of the summary 
plan description with the Secretary on 
or before July 15, 1977, in accordance 
with section 104(a) (1) (C) of the Act,

(2) Shall furnish a copy of the sum­
mary plan description on or before 
July 15, 1977 to each participant cov­
ered under the plan as of April 16, 1977, 
in accordance with section 104(b) (1) of 
the Act,

(3) Shall furnish a copy of the sum­
mary plan description to each person 
who becomes a participant covered un­
der the plan after April 16, 1977 with­
in 90 days after that person becomes a 
participant covered under the plan, in 
accordance with section 104(b)(1) of 
the Act, and

(4) Shall comply with the follow­
ing provisions on and after July 15,1977:

(i) Section 104(b) (4) of the Act and 
§ 2520.104b-l, to the extent that they 
require a plan administrator to furnish 
a copy of the latest summary plan 
description to any participant or bene­
ficiary upon written request, and

(ii) The provisions of sections 104(a) 
(1) (D) and 104(b)(1) of the Act that 
require filing with the Secretary, and 
furnishing to participants and benefici­
aries receiving benefits a summary de­
scription of material modifications to the 
plan and changes in information re­
quired to be included in the summary 
plan description except that no summary 
description is required to be furnished 
for material modifications and changes 
in the information required to be in­
cluded in the summary plan description 
if any such modification or change has 
been incorporated in the initial summary 
plan description furnished on or before 
July 15,1977.
§2520.104—6 Deferral o f certain re­

porting and disclosure requirements 
relating to the summary plan descrip­
tion for pension plans.

(a) General Rule. Under the author­
ity of section 110 of the Act, an alterna­
tive method of compliance which defers 
certain reporting and disclosure require­
ments that apply on and after May 30, 
1976 is provided for employee pension 
benefit plans described in and meeting 
the conditions of paragraph (b). The 
alternative method of compliance per­
mits pension plans to defer these re­
quirements until the times set in para­
graph (c), and applies only to pension 
plans subject to the provisions of Part 1, 
Title I of the Act on or before Decem­
ber 2,1976. The requirements which may 
be deferred include filing a copy of the 
summary plan description with the Sec­
retary, furnishing a copy of the sum­
mary plan description to participants 
and beneficiaries of a plan, filing mate­
rial modifications and changes in the

information required to be included in 
the summary plan description with the 
Secretary, furnishing a summary de­
scription of such modifications or 
changes to participants and beneficiaries 
of a plan, and furnishing a copy of the 
latest summary plan description upon 
written request. Pension plans which be­
come subject to Part 1 on or after De­
cember 2, 1976 but before March 17, 1977 
may defer the requirements described in 
the preceding sentence until the times 
described in paragraph (c). Such plans 
are not required to meet the conditions 
of paragraph (b). Pension plans which 
become subject to Part 1 on or after 
March 17,1977 shall meet the general re­
porting and disclosure provisions set 
forth in Part 1 and regulations issued 
thereunder.

(b) Application. (1) In the case of a 
pension plàn subject to the provisions of 
Part i, Title I of the Act on or before 
March 2, 1976, the plan administrator 
may defer until the times specified in 
paragraph (c) compliance with the fol­
lowing requirements: to file a copy of 
the summary plan description with the 
Secretary on or before May 30, 1976 in 
accordance with section 104(a) (1) (c) of 
the Act and § 2520.104-3: to furnish a 
copy of the summary plan description to 
participants and beneficiaries receiving 
benefits on or before May 30, 1976 in 
accordance with section 104(a) (1) (C) of 
Act and § 2520.104-3; to file with the 
Secretary material modifications and 
changes in the information required to 
be included in the summary plan de­
scription in accordance with section 104 
(a) (1) (D) of the Act and § 2520.104-3; 
to furnish a summary of such modifica­
tions and changes to participants and 
beneficiaries receiving benefits in accord­
ance with section 104(b) (1) of the Act 
and § 2520.104-3; and to furnish a copy 
of the latest summary plan description 
to any participant or beneficiary upon 
written request in accordance with sec­
tion 104(b) (4) of the Act and § 2520.- 
104-3; if the administrator;

(1) Furnishes an ERISA Notice which 
meets the requirements of § 2520.104b-5 
on or before May 30,1976 to each partici­
pant covered under the plan and bene­
ficiary receiving benefit^ as of March 2, 
1976,

(ii) Furnishes an ERISA Notice which 
to each person who becomes a partici­
pant covered under the plan or a benefi­
ciary receiving benefits after March 2, 
1976 but more than 120 days before the 
date prescribed in paragraph (c), within 
90 days after that person becomes a par­
ticipant covered under the plan or bene­
ficiary receiving benefits, and

(iii) Furnishes a copy of the ERISA 
Notice, without charge, upon request to 
any participant covered under the plan 
or beneficiary receiving benefits to whom 
no copy of the Notice has béen previously 
furnished, s

(2) In the case of a pension plan sub­
ject to the provisions of Part 1, Title I 
of the Act after March 2, 1976 but before 
December 2,1976, the plan administrator 
may defer compliance with the following 
requirements: to file a copy of the sum­

mary plan description with the Secre­
tary within 120 days after becoming sub­
ject to Part 1, Title I in accordance with 
section 104(a) (1) (C) of the Act; to fur­
nish a copy of the summary plan descrip­
tion to participants and beneficiaries re­
ceiving benefits within 120 days after 
becoming subject to Part 1, Title I in 
accordance with section 104(b) (1) of the 
Act; to furnish a summary description 
of such modifications and changes to 
participants and beneficiaries receiving 
benefits in accordance with section 104 
(b) (1) of the Act; and furnish a copy of 
the latest summary plan description to 
any participant or beneficiary upon writ­
ten request in accordance with section 
104(b) (4) of the Act; to file with the 
Secretary material modifications and 
changes in the information required to 
be included in the summary plan descrip­
tion in accordance with section 104(a) 
(1) (D) of the Act; to furnish a summary 
description of such modifications and 
changes to participants and beneficiaries 
receiving benefits in accordance with 
section 104(b) (1) of the Act ; and to 
furnish a copy of the latest summary 
plan description to any participant or 
beneficiary upon written request in ac­
cordance with section 104(b) (4) of the 
Act; if the administrator

(i) Furnishes an ERISA notice which 
meets the requirements of § 2520.104b-5 
within 90 days after the date the plan 
becomes subject to the provisions of Part 
1, Title I to each person who is a partici­
pant covered under the plan or bene­
ficiary receiving benefits on the date the 
plan becomes subject to the provisions 
of Part 1, Title I,

(ii) Furnishes an ERISA Notice which 
meets the requirements of § 2520.104b-5 
to each person who becomes a partici­
pant covered under the plan or a bene­
ficiary receiving benefits after the date 
on which the plan becomes subject to 
the provisions of Part 1, Title I but more 
than 120 days before the date prescribed 
in paragraph (c), within 90 days after 
that person becomes a participant 
covered under the plan or a beneficiary 
receiving benefits; and

(iii) Furnishes a copy of the ERISA 
Notice, without charge, upon request to 
any participant covered under the plan 
or beneficiary receiving benefits to whom 
no copy of the Notice has been previously 
furnished.

(3) The administrator of a pension 
plan who elects to defer compliance with 
the requirements described in paragraph 
(b) (1) or (b) (2) is not required to file 
a copy of the ERISA Notice with the 
Secretary, however, such Notice must 
be furnished to the Secretary upon re­
quest in accordance with section 104(a) 
(1) of the Act.

(c) (1) The administrator of a pension 
plan which elects to defer compliance 
with the statutory requirements de­
scribed in paragraph (b)(1) or (b)(2).

(i) Which files a request for a deter­
mination letter within the period pre­
scribed in section 401 (b) of the Internal 
Revenue Code of 1954 and the regula­
tions issued pursuant thereto, shall com­
ply with the requirements described in
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paragraph (2) on or before, and the re­
quirements described in paragraph (3) 
on and after, the later of July 15, 1977, 
or 90 days after the date on which notice 
of the final determination with respect to 
the request for a determination letter is 
issued by the Internal Revenue Service, 
the request is withdrawn or the request 
is otherwise finally disposed of.

(ii) Which does not file a request for 
a determination letter within the period 
prescribed in section 401(b) of the In ­
ternal Revenue Code and the regulations 
issued pursuant thereto, shall comply 
with the requirements described in para­
graph (2) on or before, and the require­
ments described in paragraph (3) on and 
after the later of July 15, 1977 or the 
close of the period prescribed in section 
401(b) of the Internal Revenue Code of 
1954 and the regulations issued pursuant 
thereto.

(2) The following requirements apply 
on or before the date prescribed in para­
graph (1) to a pension plan electing the 
alternative methods of compliance:

RULES AND REGULATIONS

(i) The provisions of section 104(a) 
(1) (C)' of the Act and § 2520.104a-3 that 
require filing a copy of the summary 
plan description with the Secretary.

(ii) The provisions of section- 104 
(b) (1) of the Act and § 2520.104b-2 that 
require furnishing a copy of the sum­
mary plan description to individuals who 
are participants covered under the plan 
or beneficiaries receiving benefits as of 
90 days prior to the date prescribed in 
paragraph (1) and

(iii) The provisions of section 104 
(b) (1) of the Act and § 2520.104b-2 that 
require furnishing a summary plan de­
scription to individuals within 90 days 
after they become participants covered 
under the plan or beneficiaries receiving 
benefits, if they attain such status later 
than 90 days before the date prescribed 
in paragraph (1).

(3) The following requirements apply 
on or after the date prescribed in para­
graph (1) to a pension plan electing the 
alternative method of compliance:

i) The Provisions of section 104(b)
(4) of the Act and § 2520.104b-l that 
require furnishing a copy of the latest 
summary plan description to any par­
ticipant or beneficiary upon written 
request and

(ii) The provisions of sections 104(a) 
(1)(D) and 104(b)(1) of the Act that 
require filing with the Secretary, and 
furnishing to participants and benefici­
aries receiving'benefits a summary de­
scription of material modifications to the 
plan and changes in information re­
quired to be included in' the summary 
plan description, except that no sum­
mary description is required to be fur­
nished for material modifications and 
changes in the information required to 
be included in the summary plan de­
scription if any such modification or 
change has been incorporated in the ini­
tial summary plan description furnished 
on or before the date prescribed in para­
graph (1).

[FR Doc.77-7464 Filed 3-11-77; 10:22 am]
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14284 PROPOSED RULES

DEPARTMENT OF LABOR
Employment Standards Administration 

[ 20 CFR Part 702 ]
LONGSHOREMEN’S AND HARBOR WORK­

ERS’ COMPENSATION ACT AND RE­
LATED STATUTES

Administration and Procedures 
AGENCY: Department of Labor. 
ACTION: Proposed rulemaking.
SUMMARY: This rulemaking is de­
signed to expedite the adjudication of 
claims under the Act by clarifying the 
present provisions with respect to ap­
plications for fees for services on behalf 
of claimants, the role of the Deputy 
Commissioner in informal counferences 
regarding claims filed under the Act and 
by establishing new procedures to expe­
dite the handling of cases referred for 
formal hearing.

Adoption of these provisions will en­
able the Department to handle more 
efficiently and expeditiously the increas­
ing number of controverted claims 
arising under the Act.

Extension consultation has been had 
with members of the Bar representing 
the parties to the proceedings under the 
Act in connection with this proposal.
DATE: Comments due on or before April 
14, 1977.
COMMENTS SHOULD BE ADDRESSED 
TO:

Mr. George M. Lilly, Counsel for Long­
shore Programs, Office of the Solicitor, 
Suite N2716, New DOL Building, 200 
Constitution Avenue, N.W., Washing­
ton, D.C. 20210, Tel.: 202-523-7651

SUPPLEMENTARY INFORMATION : 
These revisions are responsive to the 
demonstrated need to reduce the time 
lags between the referral of a claim for 
formal hearing and the filing of the ad­
ministrative law judge’s decision and or­
der. As noted in the General Accounting 
Office Report entitled “Improvements 
Needed in Administration of Benefits 
Program for Injured Workers Under the 
Longshoreman’s and Harbor Workers’ 
Compensation Act,” (MND-76-56, dated 
January 12,1976), the time lags between 
referral for hearing to the Office of Ad­
ministrative Law Judges and issuance 
of the daministrative law judge decision 
and order were 190 days in Fiscal Year 
1973 and 195 days in 1974. Also, in the 
“OWCP Task Force Report on the Long­
shore and Harbor Workers’ Compensa­
tion Program,” released in December, 
1976, it was noted that the average time 
from date of referral to the date of de­
cision was between six and eight months. 
For the period from October 1, 1976 un­
til February 24, 1977, the average time 
between referral and decision was 
slightly over five months. Additionally, 
numerous complaints were received 
from members of the bar and others re­
garding the time lag problem.

These revisions are designed specifi­
cally to reduce these time lags and to ex- 

, pedite the adjudication of contested

claims. It is anticipated that the deputy 
commissioner will make every effort to 
resolve disputed issues informially and 
no case shall be referred for formal hear­
ing until the deputy commissioner has 
attempted to resolve such issues and has 
evaluated all available evidence, includ­
ing all available medical infoimation. If 
referral for hearing becomes necessary, 
the parties are required to submit to the 
deputy commissioner a Pre-hearing 
Statement form listing the specific is­
sue (s) in dispute, the witnesses who will 
testify, the evidence to be offered at the 
hearing, as well as other pertinent infor­
mation, all designed to expedite the hear­
ing process. After checking the forms for 
completeness and after any further con­
ferences he considers warranted, the 
deputy commissioner forwards the forms 
and all available medical reports, state­
ments and depositions to the Office of the 
Chief Administrative Law Judge, thereby 
initiating the formal hearing procedure. 
The revisions are designed also to expe­
dite the formal' hearing procedure by 
allowing continuances of scheduled 
hearings only in cases of extreme hard­
ship, not permitting post hearing briefs 
except in cases involving novel or un­
usually difficult issues and then only with 
the permission or a t the request of the 
administrative law judge, and normally 
terminating the hearing upon the con­
clusion of the proceeding at which the 
evidence is submitted to the administra­
tive law judge without waiting for the 
transcript of the proceedings to be 
printed and delivered to the administra­
tive law judge before terminating the 
hearing.

These revisions were prepared in the 
Office of the Solicitor, Employee Bene­
fits Division, under the supervision of the 
Associate Solicitor for Employee Bene­
fits, in cooperation with the Chief Ad­
ministrative Law Judge.

1. Section 702.132 is revised to read as 
follows:
§ 702.132 Fees for services.

An attorney or other representative 
seeking a fee for services performed on 
behalf of a claimant with respect to 
claims filed under the Act shall make ap­
plication therefor to the Deputy Commis­
sioner, Administrative Law Judge, Board, 
or court before whom the services were 
performed (see 33 U.S.C. 928(c)). The 
application shall be filed within the time 
limits specified by such Deputy Commis­
sioner, Administrative Law Judge, Board, 
or court. The application shall be sup­
ported by a complete statement of the 
extent and character of the necessary 
work done. Any fee approved shall be 
reasonably commensurate with the ac­
tual necessary work performed, and shall 
take into account the capacity in which 
the representative has appeared, the 
amount of benefits involved and the fi­
nancial circumstances of the claimant. 
No contract for a stipulated fee or for a 
fee on a contingent basis shall be 
recognized.

2. Section 702.316 is revised to read as 
follows:

§ 702.316 Conclusion of conference; no 
agreement on all matters with respect 
to the claim. -

When it becomes apparent during the 
course of the informal conference that 
agreement on all issues cannot be 
reached, the deputy commissioner shall 
bring the conference to a close and after­
ward prepare a memorandum of confer­
ence setting forth only the issue or is­
sues in dispute, such pertinent back­
ground as any be appropriate there­
to, and his recommendations for resolu­
tion of the dispute. Copies of this 
memorandum shall then be sent by cer­
tified mail to each of the parties or their 
representative, who shall then have 14 
days in which to signify in writing to the 
deputy commissioner whether they agree 
or disagree with his recommendations. 
If they agree, the deputy commissioner 
shall proceed as in § 702.315(a). If they 
disagree (Caution: see § 702.134(b)), 
then the deputy commissioner may 
schedule such further conference or con­
ferences as, in his opinion, may bring 
about agreement or, if he is satisfied that 
any further conference would be unpro­
ductive or if any party has requested a 
hearing, he shall prepare the case for 
transfer to the office of the Chief Ad­
ministrative Law Judge (see § 702.331 et 
seq.). No such case shall be transferred 
to the Chief Administrative Law Judge 
until the deputy commissioner has at­
tempted to resolve all outstanding issues 
and has evaluated all available evidence, 
including all available medical informa­
tion.

3. Section 702.317 is revised to read as 
follows:
§ 702.317 Preparation and tra n s fe r  of 

the case for hearing.
A case is prepared for transfer in the 

following manner:
(a) . The Deputy Commissioner shall 

furnish each of the parties or their rep­
resentatives with a copy of a Pre-Hearing 
Statement form.

(b) Each party shall, within 21 days 
after receipt of such form, complete it 
and return it to the Deputy Commis­
sioner and serve copies on each other 
party. Extensions of time for good cause 
shown may be granted by the Deputy 
Commissioner.

(c) Upon receipt of the completed 
forms the Deputy Commissioner, after 
checking them for completeness and 
after any further conferences as, in his 
opinion, are warranted, shall forward 
them to the Office of the Chief Adminis­
trative Law Judge by letter of trans­
mittal together with all available medical 
reports, statements and depositions (ex­
clusive of X-rays, slides and other ma­
terials not suitable for mailing which 
may be offered into evidence at the time 
of hearing).

(d) If the completed P re -H e a r in g  
Statements raised new or additional is ­
sues not previously considered b y the 
Deputy Commissioner or indicate that 
new medical or other evidence will be 
submitted or that additional medical e x ­
aminations are indicated, the D ep uty
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Commissioner shall, in conformance with 
$ 702.316, transfer the case to the Office 
of Administrative Law Judges only after 
having considered all outstanding issues 
and only after having evaluated all avail­
able medical reports and other relevant 
evidence in conformance with § 702.136. 
A case shall not be considered ready for 
transmittal unless all necessary medical 
reports and other documents which a 
party intends to offer a t the hearing are 
filed with and have been fully considered 
by the Deputy Commissioner.

(e) If it comes to the attention of the 
Deputy Commissioner that any party is 
deliberately procrastinating and delay­
ing the filing of his Pre-Hearing State­
ment, the Deputy Commissioner may, 
at his discretion, transmit the case with­
out that party’s Pre-Hearing Statement. 
However, such transmittal shall include 
a statement from the Deputy Commis­
sioner setting forth the circumstances 
causing the failure to include the Pre- 
Hearing Statement and such party’s fail­
ure to submit a Pre-Hearing Statement 
may be considered by the Administra­
tive Law Judge in subsequent rulings on 
motions which may be made in the 
course of formal hearing.

4. Section 702.331 is revised to read 
as follows:
§ 702.331 Formal hearings; procedure 

initiating.
Formal hearings are initiated by 

transmitting to the Office of the Chief 
Administrative Law Judge the Pre-Hear­
ing Statements, the medical evidence 
and the letter of transmittal from the 
deputy commissioner as provided in 
§§702.316 and 702.317.

5. Section 702,335 is revised to read 
as follows:
§ 702.335 Formal hearings ; notice.

The Office of the Chief Administra­
tive Law Judge shall notify, on a form 
prescribed for this purpose, the parties 
(see § 702.333) of the scheduling of a 
formal hearing not less than 10 days in 
advance thereof.

6. Section 702.336 is revised to read as 
follows:
§ 702.336 Formal hearings ; new issues.

(a) If, during the course of the formal 
hearing, the evidence presented warrants
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consideration of an issue not previously 
' considered, the hearing may be ex­
panded to include such new issue. If in 
the opinion of the Administrative Law 
Judge such new issue requires additional 
time for preparation, the parties shall 
be given a reasonable time in which to 
prepare for such new issue. At the re­
quest of either party or on his own mo­
tion, the Administrative Law Judge may 
remand the entire case to the Deputy 
Commissioner for his consideration and 
resolution if such new evidence had not 
been previously considered by the Deputy 
Commissioner and in the opinion of the 
Administrative Law Judge the considera­
tion of such new issue by the Deputy 
Commissioner may resolve the issue 
without the necessity of a formal hear­
ing. The Administrative Law Judge may 
consult with the Deputy Commissioner 
regarding the advisability of such re­
mand.

7. Section 702.337 is revised to read as 
follows:
§ 702.337 Formal hearings; change o f  

tim e or place for hearing; postpone­
ments.

(a) Except for good cause shown, 
.hearings shall be held a t convenient lo­
cations not more than 75 miles from the 
claimant’s residence.

(b) Once a formal hearing has been 
scheduled, continuances shall not be 
granted except in cases bf extreme hard­
ship. Requests for Continuances must be 
received by the Chief Administrative 
Law Judge a t least 5 days before the 
scheduled hearing date, unless the 
ground for the request arises thereafter; 
must be served on other partiés; and 
must specify the extreme hardship 
claimed.

(c) The Chief Administrative Law 
Judge or the Administrative Law Judge 
assigned to the case may change the time 
and place for the hearing, or temporarily 
adjourn a hearing, on his own motion or 
for good cause shown by a party. The 
parties shall be given not less than 10 
days’ notice of the new time and place of 
the hearing, unless the parties agree to 
such change without notice.

8. Section 702.341 is revised "to read as 
follows:
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§ 702.341 Formal hearings; deposi­

tions ; interrogatories.
The testimony of any party or witness 

may be taken by deposition or interroga­
tory according to the rules of practice of 
the -Federal. District Court for the ju­
dicial district in which the case is pend­
ing. However, such depositions must be 
completed within reasonable times to be 
fixed by the Chief Administrative Law 
Judge or Administrative Law Judge.

9. Section 702.343 is revised to read as 
follows:
§ 702.343 Formal hearings; oral argu­

ment and written allegations.
The parties, upon their request, shall 

be allowed a reasonable time for the pres­
entation of oral argument and shall be 
permitted to file pre-hearing briefs or 
other written statements of allegations 
as to facts or law. Copies of such pre- 
hearing brief or other written statement 
shall be filed with the Chief Administra­
tive Law Judge or Administrative Law 
Judge before or during the hearing and 
must be served on all parties in interest 
by the party submitting the statement. 
Post-hearing briefs will be permitted only 
in cases involving novel or unusually dif­
ficult legal or factual issues and only 
with the permission or at the request of 
the Administrative Law Judge. Enlarge­
ments of time for filing post-hearing 
briefs will be granted only for good cause 
shown. Delay in the receipt of tran­
scripts shall not ordinarily constitute 
good cause for granting enlargements of 
time for filing post-hearing briefs.

10. Section 702.347 is revised to read as 
follows:
§ 702.347 Formal hearings ; termina­

tion.
(a) Formal hearings are normally 

terminated upon the conclusion of the 
proceeding a t which the evidence is sub­
mitted to the Administrative Law Judge.

(b) Li exceptional cases the Chief Ad­
ministrative Law Judge or the Adminis­
trative Law Judge may, in his discretion, 
extend the time for official termination, 
of the hearing.
(33 U.S.C. 939.)

Dated: March 9th, 1977.
R at Marshall, 

Secretary of Labor.
[PE Doc.77-7463 Piled 3-14-77;8:45 am]
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DEPARTMENT OF LABOR 
Office of th e  Secretary 

[ 29 CFR P arts 9 4 ,9 5 ,9 8 ,9 9  ]
PUBLIC JOBS PROGRAM UNDER THE

COMPREHENSIVE EMPLOYMENT AND
TRAINING ACT ("CETA” )

Notice of Proposed Rulemaking 
AGENCY: Department of Labor. 
ACTION: Proposed rules.
SUMMARY: This document proposes to 
amend the Comprehensive Employment 
and Training Act of 1973 (CETA) regu­
lations in 29 CFR Parts 94, 95, 98, and 
99. The proposed changes relate pri­
marily to the public jobs program under 
Title VI of CETA.

The Emergency Jobs Programs Exten­
sion Act of 1976 amended Title VI of 
CETA by adding Secs. 607, 608 and 609. 
The Title VI program was divided into 
two separate programs as follows:

(1) Sec. 607 required prime sponsors 
to continue the old Title VI public serv­
ice employment program by reserving 
enough funds to sustain throughout Fis­
cal Year 1977 the number of Title n  and 
Title VI public service job participants 
who were in the program on June 30, 
1976. The total number of old Title VI 
public service job slots which a prime 
sponsor may sustain through FY 1977 
are referred to in these regulations as 
the “Title VI level of sustainment.” Sec. 
607 also required prime sponsors to fill 
a t least 50 percent of the slots which 
become vacant in the Title VI level of 
sustainment with low-income welfare 
(AFDC) recipients and long-term unem- / 
ployed persons.

(2) Secs. 607-609 created a second 
Title VI program by requiring prime 
sponsors to Use all remaining Title VI 
funds to run “projects” in which only 
low-income long-term unemployed and 
AFDC recipients would be eligible to par­
ticipate.

The Department of Labor published 
final regulations implementing the 
Emergency Jobs Programs Extension 
Act of 1976 on December 10,1976 (41 FR 
54066). To correct typographical and 
compilation errors, the Department re­
published the final regulations on Jan­
uary 11, 1977 (42 FR 2425). Those regu­
lations stated a t 29 CFR 99.1 (k ):

(k) Although the Emergency Jobs Pro­
grams Extension Act of 1976 authorizes the 
funding of projects for the long-term un­
employed and for AFDC recipients, Congress 
at the present time has appropriated by a 
continuing resolution only the amount of 
money which it believed would be enough 
to maintain the number of public service 
jobs which were fllUed on June 80, 1976. Con­
sequently, it  is not expected that there will 
be much money available for projects at this 
time. Therefore, these regulations at § 99.40 
(b) allow a simplified administrative system 
for calculating the number of long-term 
unemployed and AFDC recipients who are 
hired into the program. Because of the cur­
rent lack of appropriations for projects and 
because the principal intent of the Emer­
gency Jobs Programs Extension Act is to sus­
tain the public service Jobs programs, § 99.40 
(a) allows prime sponsors to carry into the 
new grant period the number of partici­
pants on board on Ootober 31, 1976, if that
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number is higher than the June 30,: 1976 
level. Should additional funds become avail­
able for Title VI, these regulations will be 
revised accordingly.

The Department anticipates that Con­
gress will soon-appropriate a substantial 
amount of new money for the Title VI 
program. Under section 607 of the Act 
virtually all the new money must be 
used to fund “projects” for low-income 
AFDC recipients and long-term unem­
ployed, that is, it must be used for the 
“new” Title VI program. The principal 
purpose of this proposed rulemaking 
document, therefore, is to further imple­
ment the amendments made to Title VI 
by the Emergency Jobs Program Exten­
sion Act of 1976 by providing additional 
guidance to prime sponsors for the oper­
ation and administration of the “proj­
ects” which were authorized by the 
amendments.

S ummary of P roposed Changes

1. In § 94.4, Definitions, the following 
additions and changes are proposed:

(a) In paragraph (ooo), the definition 
for “project” would be amended. The 
present definition requires that projects 
be limited to a duration of twelve months 
or less. The new definition proposed in 
this document further clarifies the scope 
and purpose of projects by requiring 
them to result in a specific product or 
accomplishment, and by requiring them 
to be program activities which would not 
otherwise be accomplished with existing 
funds. The new definition would clarify 
that the term “project” is synonymous 
with the term “project and activity” 
used in sections 607-9 of the Act.

(b) A new paragraph (rrr) would de­
fine an “exhaustee” of unemployment 
compensation. The new definition is 
needed because low-income exhaustees 
of unemployment compensation are one 
class of the long-term unemployed who 
are eligible for participation in projects 
under Title VT.

(c) A new paragraph (sss) would de­
fine the term “Ineligible for Unemploy­
ment Compensation.” This definition is 
needed because low-income persons who 
are ineligible for unemployment compen­
sation and who have been unemployed 
for fifteen weeks or more are eligible for 
participation in projects.

(d) A new paragraph (ttt) would de­
fine “level of sustainment” as the num­
ber of Title n  and Title VI slots which 
.the prime sponsor may sustain through­
out FY 1977, that is, as the number of 
slots which the Title n  and Title VI pro­
grams contained on June 30, 1976, or on 
October 31, 1976, whichever was higher. 
The paragraph would also define the 
“Title VI level of sustainment” as the 
number of Title VI slots in the level of 
sustainment.

2. In § 95.33, Types of manpower activi­
ties allowable, the requirement in par­
agraph (d) (5) (iii) (B) that day care pro­
grams funded under CETA meet Federal 
Interagency Day Care Standards would 
be deleted. The Department has learned 
that many prime sponsors are finding it 
extremely difficult to comply with the 
standards.
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3. In § 98.12, Allowable federal costs, 
paragraph (b) (3) has been expanded to 
permit the participation of CETA partic­
ipants in the winterization/weatheriza- 
tion projects of specified Federal agen­
cies.

4. Section 98.25, Retirement programs, 
is proposed to be revised, The present 
regulation contains provisions which al­
low CETA funds to be used for a retire­
ment program whenever CETA partic­
ipants are required by State or local law 
to be included in the retirement program 
or whenever the retirement plan is a con­
solidated package which requires the 
participation of the CETA participants. 
The Department, however, has learned 
that a large amount of CETA money has 
been used for retirement programs in 
cases in which the CETA participants are 
not employed long enough to benefit 
from the retirement program. The De­
partment, therefore, is proposing to re­
vise the regulation to ensure that CETA 
funds paid into retirement funds accrue 
to the benefit of CETA participants. The 
regulation would be revised to state that 
CETA funds may be paid into a retire­
ment system only on behalf of those par­
ticipants in on-the-job training, work 
experience and public service employ­
ment in public or private non-profit 
agencies who:

(1) Obtain unsubsidized employment 
with the employer, provided the time 
spent as a CETA participant is accred­
ited service under the retirement plan;

(2) Obtain unsubsidized employment 
with another employer provided benefits 
are portable; or

(3) Obtain vesting.
The proposed regulation provides exam­
ples of methods (both actuarial and non- 
actuarial) for administering such a sys­
tem for such CETA participants.

5. Section 99.1. Scope and purpose of 
this Part 99, would be revised as follows:

(a) Paragraph (b) would be reworded 
to emphasize that Title VI funds not 
needed to support participants in the 
Title VI level of sustainment must be 
used to create new projects.

(b) Paragraph (c) would be revised 
to state that the Title VT program is 
shifting its emphasis toward serving per­
sons who are long-term unemployed or 
AFDC recipients and whose family in­
comes are 70 percent or less of the lower 
living standard income level (in new 
Title VI projects). I t  would also include 
the requirement, specified in the Emer­
gency Jobs Programs Extension Act of 
1976, that at least 50 percent of the va­
cancies which occur or already exist in 
the Title VT level of sustainment (ol<T 
Title VI program) be filled with the long­
term Unemployed and AFDC recipients 
whose family incomes are 70 percent or 
less of the lower living standard income 
level.

(c) Paragraphs (d), (e), (f), (8)>
(h ), and (i), are proposed to be deleted 
because their relevant substantive pro­
visions are repeated in the body of the 
regulations.

(d) The Secretary of Labor has ex­
pressed the desire for a national goal 
for the Department of Labor of 35 per­

i s ,  1977
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cent far veteran participation in the 
newly created public service employment 
jobs under Title II and Title VI of CETA. 
Although the Secretary has not imposed 
any goals with respect1 to the Title VT 
program or on individual Title VI prime 
sponsors, a new paragraph (e) would 
encourage prime sponsors to develop, to 
the maximum extent feasible, ways of 
assuring the participation of veterans in 
the newly created public service employ­
ment positions.

(e) New paragraph (f) would require 
prime sponsors to equitably serve the 
segments of their unemployed popula­
tions.

(f) Paragraph (j) is relettered as (d), 
and paragraph' (1) is edited, divided, 
and relettered as paragraphs (g) and
(h).

6. Section 99.12, Content and descrip­
tion of grant application, has been bro­
ken down into five separate sections, 
99.12-16, in order to make reading and 
comprehension easier.

7. In the new § 99.14:
(a) The Project Data Summary would 

be added to the contents of the Compre­
hensive Title VI Plan. In the Project 
Data Summary a prime sponsor would 
be required to describe how it plans to 
lise Title VI project funds.

(b) A new paragraph (b) (3) (i) (B) 
would be added requiring prime sponsors 
to identify the level of enrollment in the 
CETA Titles n  and VI programs in its 
jurisdiction at time of grant execution, 
if that level is higher than the level of 
sustainment. The eligible applicant 
would also be required to explain what 
will be done with these excess partici­
pants.

(c) A new paragraph (b) (3) (i) (E) 
would be added requiring identification 
of the number of Title VI participants 
in the Title VI level of sustainment.

(d) Paragraph (b) (3) (xi) has been 
added to require documentation on the 
prime sponsor’s efforts on behalf of 
veterans.

(e) A new paragraph (g) would be 
added, describing the new “Project Data 
Summary,” which is a description of each 
proposed new project.

(f) Paragraph (h) would stipulate 
that the information required by the new 
Project Data Summary need not be pro­
vided in the Program Summary. The 
Program Summary is that part of the 
Comprehensive Title VI Plan which de­
scribes the number and distribution of 
jobs and training slots, the funds which 
the prime sponsor plans to use for itself 
and its subgrantees, and its planned dis­
tribution of jobs, training slots and funds 
by area, population, and employing 
agency.

8. Section 99.33, Public service job ac­
tivities, would be retitled “Public service 
job activities in the Title VI level of , 
sustainment” to clarify that the require­
ments set forth in this section apply only 
to public service jobs in the Title VI level 
of sustainment.

9. In § 99.40, Apportionment of the 
prime sponsor^ allocation:

(a) A new paragraph (a)(l)(iv) 
would be added. It would allow a prime 
sponsor to transfer participants enrolled

in excess of its Title VI level of sustain­
ment as of the date of grant execution 
into projects and into CETA programs 
under other Titles of the Act provided 
the participants meet the applicable 
eligibility criteria.

(b) Paragraph (b) (1) would be re­
vised to more clearly state the require­
ment, found in Section 607 of the Act, 
that prime sponsors hire low-income 
AFDC recipients and the long-term un­
employed into approximately 50 percent 
of the slots in the Title VI level of sus­
tainment which become vacant.

(c> Paragraph (b) (2) would be 
changed to indicate that vacancies not 
required to be filled by low-income AFDC 
recipients and the long-term unemployed 
shall be filled by participants who meet 
the eligibility criteria for the old Title 
VI program.

(d) Paragraphs (b) (2) (i) and (ii), 
and (b> (3) would be eliminated and re­
quirements contained therein would be 
incorporated into new paragraphs (b)
(3), (4) and (5)..

(e) Paragraph (b) (4) would be re­
numbered as (b>(6).

10. In § 99.41, Project approval, in 
paragraph (a), the wording in the first 
sentence would be modified to allow 
'prime sponsors to conduct manpower 
activities such as on-the-job training as 
part of a public service employment 
project.

11. In § 99.42, Eligibility for participa­
tion in Title VI programs, the eligibility 
requirements contained in paragraphs 
(a) (1) (i), (ii) and (iii) would be clari­
fied to insure that all long-term unem­
ployed individuals intended by the Con­
gress to be served will be considered 
eligible for participation. The proposed 
amendments would include:

(a) Paragraph (a)(1) Ci) would re­
quire that long-term unemployed indi­
viduals, who are applying for participa­
tion in a CETA Title VI program as un­
employed compensation recipients, must 
have been receiving such compensation 
at the time of Title VI application for 15 
or more weeks uninterrupted by any pe­
riod of employment. This clarification is 
needed because the present regulation 
does not focus on the time of application 
nor does it speak to the receipt of unem­
ployment compensation which is inter­
rupted by a period of employment.

(b) Paragraph (a)(l)(ii) would clar­
ify that a long-term unemployed indi­
vidual who is ineligible for unemploy­
ment compensation and has been unem­
ployed for 15 or more weeks is eligible 
provided, for the reason set out in the 
paragraph above, that the unemploy­
ment has been for the 15 or more weeks 
immediately before the time of applica­
tion and that it has been uninterrupted 
by a period of employment. For purposes 
of paragraph (a) (1) (ii), a “period of 
employment” would be defined as work 
lasting over 10 hours or earning over $30 
in any calendar week so that persons 
who work for 10 hours or less or earn 
less than $30 in any calendar week will 
be able to participate.
. (c) Paragraph (a) (l>(iii> would pro­

vide that an individual who, a t the time 
of application, is unemployed, and who

is an exhaustee of all unemployment 
benefits to which the individual is en­
titled, may be eligible.

(d) In paragraph (a) (2) (i) the terms 
“welfare payments” and “public pay­
ments” would both be changed to “pub­
lic assistance payments.” This change is 
being made because prime sponsors 
found the terms confusing, and because 
the Department meant those terms to 
mean “public assistance” payments, a 
term which is defined in § 94.4(ss). 
Further, the word “family” previously 
published in the regulation indicating 
that public assistance payments to the 
family are to be included for purposes of 
determining family income would be 
changed to the word “individual” to pre­
cisely reflect the language of the statute.

(e) A new paragraph (a) (5) would be 
added to indicate that a veteran shall be 
immediately eligible, upon discharge, 
without regard to the 15 weeks of un­
employment requirement, provided the 
veteran has not obtained permanent, full 
time unsubsidized employment between 
the time of discharge and the time of ap­
plication for Title VI. This provision is 
required by 38 U.S.C. 2013 which re­
quires that time spent on active duty be 
disregarded in determining a newly dis­
charged veteran’s eligibility for federally 
funded manpower programs.

12. In § 99.43, Verification of partici­
pant eligibility, several changes would 
be made to clarify the roles and responsi­
bilities of those involved in the verifica­
tion of participant eligibility and to facil­
itate the rapid implementation of the 
program. Specifically:

(a) In paragraph (a), the following 
phrase would be added at the end of the 
third sentence: “except as provided in 
paragraphs (b) and (c) (3) below.” The 
last sentence of this paragraph would be 
moved to become the introductory sen­
tence of a new paragraph (c). Para­
graphs (a> (1) and (2) would be relet­
tered as (c) (1) and (2) of the new para­
graph (c).

(b) Paragraph (b> would be relettered 
as (d). A new paragraph (b) would be in­
serted allowing a prime sponsor to en­
roll, without prior verification and with­
out being subject to a disallowance of 
funds, applicants who attest to their 
eligibility, provided that within 60 days 
of enrollment the prime sponsor obtains 
written verification of their eligibility 
and immediately terminates any partic­
ipants found to be ineligible. This 
change would facilitate the rapid imple­
mentation of the program.

(c) A new paragraph (c) (3)' would be 
added indicating that, if a prime spon­
sor’s grant describes arrangements in ac­
cordance with which other agencies will 
verify participant eligibility, the prime 
sponsor shall not be responsible for the 
accuracy of such verifications, nor shall 
it be subject to disallowance of funds be­
cause of its reliance on such agencies 
should the verifications supplied by the 
agencies prove inaccurate.

13. A sentence would be added to 
§ 99.72(b) to allow the Secretary, during 
the phase-in and phase-down periods of 
the program, to require information on a 
more frequent basis than it is currently
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obtained through the Program Status 
and Monthly Reports. This should aid 
in effectively administering Title VI dur­
ing phase-in and phase-down periods.

14. Several other minor, editorial and 
clarifying changes are proposed to be 
made.

Operational Considerations

In view of the current high levels of 
unemployment, prime sponsors are 
strongly encouraged to make every ef­
fort to achieve 75 percent of the antici­
pated program expansion by June 30,
1977.
DATES: Comments on the proposed 
rulemaking are due on or before April 
14, 1977.
ADDRESSES: Comments should be ad­
dressed to the Assistant Secretary for 
Employment and Training, United 
States Department of Labor, 6th and D 
Streets, NW, Washington, D.C. 20213. 
Attention: Pierce A. Quinlan, Director, 
Office of Comprehensive Employment 
Development.
FOR FURTHER INFORMATION CON­
TACT:

Mr. Pierce A. Quinlan, (202) 376-6254.
Parts 94, 95, 98, and 99 of Title 29, of 

the Code of Federal Regulations are 
proposed to be amended as follows:
PART 94— GENERAL PROVISIONS FOR

PROGRAMS UNDER THE COMPREHEN­
SIVE EMPLOYMENT AND TRAINING
ACT
1. Section 94.4, Definitions, is proposed 

to be amended by revising paragraphs
(ooo) and (ppp), and adding para­
graphs (rrr), (sss), and (ttt) to read as 
follows:
§ 94.4  Definitions.

*  *  *  *  *

(000) “Project’' shall mean, for pur­
poses of Part 99 of this Title (except for 
§ 99.33 of this Title), the same thing as 
the term “project and activity” used in 
Sections 607-9 of the Act, that is, “proj­
ect” shall mean a definable task or group 
of related tasks which:

(1) Will be completed within a defin­
able time period, not exceeding one 
year;

(2) Will have a public service objec- 
jective;

(3) Will result in a specific product or 
accomplishment; and

(4) Would otherwise not be done with 
the project and activities applicant’s ex­
isting funds.

(PPP) “Project applicant” shall mean:
(1) A State;
(2) A State agency;
(3) A unit of general local govern­

ment;
(4) An agency of a unit of general lo­

cal government;
(5) A combination or association of 

units of general local government the 
primary purpose of which is to assist the 
governmental units to provide public 
services;

(6) A special purpose political sub­
division having the power to levy taxes

and spend funds within an area served 
by one or more units of general local 
government;

(7) A local education agency as de­
fined in section 801(f) of the Elementary 
and Secondary Education Act of 1965;

(8) An institution of higher education 
as defined in section 1201(a) of the 
Higher Education Act of 1965;

(9) A community based organization 
as defined in paragraph (k) of this sec­
tion;

(10) A community development cor­
poration;

(11) A nonprofit group or organiza­
tion serving Indians or Native Hawai- 
ians ; or

(12) A private non-profit organiza­
tion or institution engaged in public 
service.

* * * * *

(rrr) “Exhaustee” shall mean an in­
dividual who has made a claim for un­
employment-compensation and has ex­
hausted all such benefits to which the 
individual was entitled including Ex­
tended Benefits (EB), Federal Supple­
mental Benefits (FSB), Disaster Unem­
ployment Assistance (DUA), Trade Re­
adjustment Allowance (TRA), Special 
Unemployment Assistance (SUA), Un­
employment Compensation for Federal 
Employees (UCFE), and/or Unemploy­
ment Compensation for Exservicemen 
(UCX). Exhaustee status will continue 
through the existing regular benefit year, 
a t which time a new claim may be filed 
creating a new status of eligible or in­
eligible for unemployment compensation.

(sss) “Ineligible for unemployment 
compensation” shall mean the status of 
an individual:

(1) Who, based on a wage finding 
transcript obtained from a State unem­
ployment compensation office, is mone­
tarily ineligible for unemployment com­
pensation, including SUA, DUA, and 
TRA.

(ttt) “Level of sustainment” shall 
mean, the number of Title n  and Title 
VI slots which the prime sponsor may 
sustain throughout FY 1977, that is, the 
number of slots which the program con­
tained on June 30, "1976, or on October 
31, 1976, whichever was higher. The 
“Title VI level of sustainment” shall 
mean the number of Title VI slots in the 
level of sustainment.

PART 95— PROGRAMS UNDER TITLE I OF 
THE COMPREHENSIVE EMPLOYMENT 
AND TRAINING ACT
2. Section 95.33(d) (5) (iU) (B) is re­

vised to read as follows:
§ 95.33 Types o f manpower activities 

allowable.
. s* *  * : *  - *

(d) * * *
(5) * * *
(iii) * * •
(B) Child care: Day care programs 

shall comply with applicable State and 
local standards, including State licensing 
requirements.

3. Section 95.34 is amended by renum­
bering paragraph (f) as (f) (1) and by

renumbering paragraph (f)(1) as (f) (2) 
to read as follows:
§ 95.34  Training allowances.

* * * * *
( f ) (1 )  Dependents allowances. De­

pendents allowances of $5 per week for 
each dependent over two, up to a maxi­
mum of four additional dependents, for 
a total maximum of $20 for six or more 
dependents shall be provided to partic­
ipants receiving basic allowances or 
who would be receiving basic allowances 
were it not for their receipt of unem­
ployment compensation payments. Par­
ticipants eligible for dependents allow­
ances from other sources shall not be 
precluded from receiving dependents 
allowances funded under the Act.

(2) Dependents allowances shall be 
reduced pro rata only for absences with­
out good causé. The reduction of the 
weekly dependents allowance shall be 
based on the ratio of the number of hours 
of absence without good cause to the 
number of hours which the individual is 
scheduled to participate in activities for 
which he/she receives allowances.

* * * * *

PART 98— ADMINISTRATIVE PROVISIONS
FOR PROGRAMS UNDER THE COMPRE­
HENSIVE EMPLOYMENT AND TRAINING
ACT
4. Section 98.12 is amended by adding 

the following sentence at the end of 
paragraph (b) (3).
§ 98.12 Allowable Federal costs.

* "* * _ * *
(b) * * *
(3) * * * Participants, however, may 

participate in the winterization/weather- 
ization of privately owned rental hous­
ing under projects funded arid approved 
by the Federal Energy Administration or 
the Community Services Administration, 
(704(f).)

♦  *  *  *  *

5. Section 98.25 is revised to read as 
follows:
§ 98.25 Retirement programs.

(a) The Act provides for temporary 
training and employment. Therefore, the 
inclusion of CETA participants in a re­
tirement system is not encouraged. Funds 
under the Act, however, may be paid into 
a retirement system on behalf of partici­
pants in on-the-job training, work ex­
perience and public service employment 
in public or private non-profit agencies 
who:

(1) Obtain unsubsidized employment 
with the employer, provided the time 
spent as a CETA participant is accredited 
service under the employer’s retirement 
plan;

(2) Obtain unsubsidized employment 
with another employer provided benefits 
are portable; or

(3) Obtain vesting.
(b) Examples of methods of adminis­

tering such retirement system accounts 
are as follows :

(1 )  P a y m e n ts  a re  m a d e  f ir s t  in to  a  r e ­
se rv e  a c c o u n t  a n d  a r e  n o t  p a id  in to  th e  
re t ire m e n t  fu n d  u n t i l  th e  p a rt ic ip a n t  ob-
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tains a status described in paragraphs 
(a) (1) through (3) to this section. The 
amount held in the reserve account is 
then adjusted quarterly to reflect the 
turnover of participants and the pro­
jected funds needed to cover current par­
ticipants; or

(2) Payments are made first into a re­
serve account for the actuarily deter­
mined number of participants who can 
be expected to obtain a status described 
in paragraphs (a) (1) through (3) of 
this section, and the payments are not 
paid into the retirement fund until the 
participants obtain that status. If this 
method is used, the amount held in the 
reserve account and the actuarial rate 
shall be adjusted or determined at least 
annually; or

(3) Payments are made directly into 
the retirement fund for the actuarily de­
termined number of participants who 
can be expected to obtain a status de­
scribed in paragraphs (a) (1) through
(3) of this section. The amount held in 
the fund shall be adjusted or redeter­
mined at least quarterly to reflect the 
actual number of participants who have 
acquired a status described in paragraph 
(a) (1) through (3) of this section. If 
this method is used, the amount of ac­
cumulated principal and interest earned 
on contributions made on behalf of par­
ticipants not described in paragraphs 
(a) (1) through (3) of this section who 
terminate their program participation or 
who, for whatever reason, are no longer 
considered members in the retirement 
program must be retrievable.

(c) (1) if other than an actuarial 
method of benefit determination is used, 
there shall be at least a quarterly re­
programming back into the CETA pro­
gram of any contributions (principal and 
interest) made on behalf of participants 
not described in paragraphs f a )  (1) 
through (3) of this section who termi­
nate their program participation, or 
who, for whatever reason, are no longer 
considered members in the retirement 
program.

(2) If an actuarial method is used in 
determining the number of participants 
who will benefit, a redetermination of 
the actuarial rate shall be made at least 
annually.

(3) Funds set aside in a reserve ac­
count may earn interest. Any interest 
earned shall be retained in the reserve 
account and shall be taken into consider­
ation during reprogramming. Any inter­
est earned on what may reasonably be 
determined to be a participant’s portion 
of the reserve fund account may also be 
paid into the retirement fund when the 
participant obtains a status described in 
paragraphs (a) (1) through (3) of this 
section.

(d) Expenditures may be made from 
program funds for taxes under the Fed­
eral Insurance Contributions Act 
(FICA), 26 U.S.C. §§3101 et seq.

6. Part 99 is revised-to read as follows:
PART 99— PROGRAMS UNDER TITLE VI 

OF THE COMPREHENSIVE EMPLOY­
MENT AND TRAINING ACT 

Subpart A—General
Sec.
99.1 Scope and purpose of this Part 99.
99.2 Allocation of funds.
99.3 Eligibility for funds.

Subpart B— Grant Application
99.10 General.
99.11 Planning process; advisory councils.
99.12 Content and description of grant ap­

plication.
. 99.13 Application for Federal assistance.
99.14 Comprehensive Title VI plan.
99.15 Assurances and certifications.
99.16 Grant signature sheet. ^
99.17 Comment and publication procedures
. relating to submission of grant ap­

plication.
99.18 Submission of grant application;

standards for reviewing grant ap­
plications.

99.19 Application approval; application dis­
approval; grant agreement.

99.20 Use of alternative eligible applicant;
services by the Secretary.

99.21 Modifications.
Subpart C— Program Operation Requirements 

for Prime Sponsors
99.30 General.
99.31 Basic responsibilities of prime spon­

sors; basic responsibilities of pro- 
, . gram agents.

99.32 Program performance requirements
for prime sponsors.

99.33 Public service job activities in the
Title VI level of sustainment.

99.34 Maintenance of effort.
99.35 Linkages with other employment and

training programs; training and 
supportive services.

99.36 Placement goals.
99.37' Compensation and working conditions 

for participants.
99.38 Place of residence for participants.
Subpart D— Program Operation Requirements 

Under the Emergency Jobs Programs Exten­
sion Act of 1976

99.40 Apportionment of the prime sponsor’s
allocation.

99.41 Project approval.
99.42 Eligibility, for participation in Title

VI programs.
99.43 Verification of participant eligibility.
99.44 Special considerations on selection.
99.45 Administrative staff selection and

compensation.
Subpart E— Administrative Provisions

99.70 General.
99.71 Payments, financial management sys­

tems and audit.
99.72 Reporting requirements.
99.73 Reallocation of funds.
99.74 Allowable Federal costs.
99.75 Grantee contracts and subgrants.
99.76 Allocations of allowable costs among

program activities.
99.77 Basic personnel standards for eligible

applicants.
99.78 Adjustments in payments.
99.79 Termination of grant and closeout

procedures.
99.80 Retention of records.
99.81 Program income and procurement

standards.
99.82 Nondiscrimination, equal employment

opportunities, nepotism and restric­
tion on political activities.

Sec.
99.83 Assessment and evaluation.
99.84 Hearings and judicial review.

Subpart F—Special Conditions for Grants to 
Indian Tribes ànd Alaskan Native Villages

99.90 General. .
99.91 Grant responsibility.
99.92 Distribution of funds.
99.93. Eligibility for funds.
99.94 Funding of prime sponsors.
99.95 Participant eligibility.
99.96 Comments and publication proce­

dures relating to submission of 
application for funding.

99.97 Planning process; advisory councils.
99.98 Travel requirements.
99.99 Nepotism and conflict of interest.
99.100 Nondiscrimination; political activi­

ties.
99.101 Subgrants.

Subpart A— General
§ 9 9 .1  Scope, and purpose of this Part 

99.
(a) This part contains the Department 

of Làbor’s regulations governing the es­
tablishment and operation of a public 
service and employment and training 
program under Title VI of the Act, as 
amended by the Emergency Jobs and 
Unemployment Assistance Act of 1974, 
Pub. L. 93-567, 88 Stat. 1845, and the 
Emergency Jobs Programs Extension Act 
of 1976, Pub. L. 94-444.

(b) This program is intended to sus­
tain enrollment under Titles II and VI of 
the Act throughout Fiscal Year 1977, and 
to create project opportunities with funds 
in excess of those needed for sustaining 
enrollment.

(c) Provision is also made for a shift 
in emphasis toward serving persons who 
are long-term unemployed or AFDC re­
cipients and whose family incomes are 70 
percent or less of the lower living stand­
ard income level. All persons enrolled in 
projects must meet the above criteria. 
In addition, at least 50 percent of the 
vacancies which occur or which already 
exist in the Title VI level of sustainment 
must be filled with long-term unem­
ployed persons and AFDC recipients. Per­
sons filling the remaining vacancies may 
meet the original Title VI eligibility cri­
teria. A prime sponsor, however, may fill 
all vacancies with long-term unemployed 
persons and AFDC recipients.

(d) Definitions for terms and abrévia­
tions used in this Part which are not 
found in this Part may be found at § 94.4 
of this title.

(e) Prime sponsors are encouraged to 
devejop to the maximum extent feasible 
ways of assuring participation of veter­
ans in the newly created public service 
employment positions.

(f) Pursuant to §98.21 of this title, 
prime sponsors shall assure equal em­
ployment opportunity in the selection of 
eligible participants for projects. In the 
establishment of eligibility pools for par­
ticipants, prime sponsors shall have am­
ple lead time to assure that those 
in the pool adequately reflect the charac­
teristics of their unemployed populations 
(i.e., minorities, women).

(g) Statutory authority for the regu­
lations contained in this part is found
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in section 702(a) of the Act. Other rele­
vant sections of the Act are generally 
noted at the end of the substantive regu­
lations in this part.

(h) Pub. L. 94-444 was signed into law 
on October 1,1976. Therefore, as of Octo­
ber 1, 1976, certain provisions of Pub. L. 
94-444 became immediately applicable, 
including sections 3(a) (1), 3(a) (2), and 
11.
§ 99.2 Allocation o f funds.

(a) The Secretary shall allocate not 
less than 2 percent of the funds available 
for Title VI of the Act to those eligible 
applicants defined in § 99.3 which are In­
dian tribes, bands, and groups qualified 
under section 302(c) (1) of the Act (sec. 
602(e) and sec. 603 (a) (1)).

(b) Not less than 90 percent of the 
funds remaining after the application of 
paragraph (a) of this section shall be al­
located among eligible applicants defined 
in § 99.3 which are prime sponsors under 
Title I of the Act according to the follow­
ing basic formula (sec. 603(a) (1)):

(1) Fifty percent of the funds shall be 
allocated among eligible applicants in 
proportion to the relative number of un­
employed persons who reside in areas 
within the jurisdiction of such applicants 
compared to the number of unemployed 
persons who reside in all eligible appli­
cants’ areas in all the States (sec. 603 
(a)(2) (A)).

(2) Twenty-five percent of the funds 
shall be allocated among eligible appli­
cants on the basis of the ratio of the ex­
cess number of unemployed persons, as 
defined below, who reside within the ju ­
risdiction of the eligible applicant, to the 
total excess number of unemployed per­
sons who reside within the jurisdictions 
of all eligible applicants. In allocating 
funds to an eligible applicant which is 
not a State, the term “excess number” 
shall mean the number of unemployed 
persons in excess of 4.5 percent of the 
labor force who reside in the jurisdiction 
of the eligible applicant. For allocating 
funds to an eligible applicant which is a 
State, the term “excess number” shall 
mean either the number of unemployed 
persons in excess of 4.5 percent of the 
labor force who reside in the jurisdiction 
of the eligible applicant, or the number 
of unemployed persons in excess of 4.5 
percent of the labor force in areas eligible 
for assistance under Title II of the Act in 
the geographical area served by such 
State prime sponsor (under Title I or 
Title II), whichever is greater (sec. 603 
(a )(2) (C)).

(3) Twenty-five percent of the funds 
shall be allocated for use on behalf of 
residents of areas of substantial unem­
ployment. An area of substantial unem­
ployment, other than in relation to In­
dian tribes, bands, and groups, is any 
area within a prime sponsor’s jurisdic-, 
tion which has a population of at least
10,000 persons, qualifies for a minimum 
allocation of $25,000 under Title n  of the 
Act, and has a rate of unemployment of 
at least 6.5 percent for a period of three 
consecutive months as determined by the 
Secretary of Labor at least once each fis­
cal year. These funds shall be allocated

in accordance with the number of unem­
ployed persons residing in areas of sub­
stantial unemployment within the juris­
diction of the eligible applicant as com­
pared to the total number of unemployed 
persons residing in all areas of substan­
tial unemployment (sec. 603(a) (2) (b).

(c) (1) The remaining funds, not to 
exceed 10 percent of the funds remain­
ing after application of paragraph (a) of 
this section, may be distributed to prime 
sponsors under Title VI by the Secretary 
as the Secretary deems appropriate to 
carry out the purpose of Title VI, taking 
into account both changes in rates of 
unemployment, and the need for addi­
tional funds to continue the same level 
of public service employment activities 
previously supported under the Act with­
in the jurisdiction of the eligible appli­
cant (sec. 603(b)).

(2) When any portion of these funds 
is to be allocated using a formula, the 
Secretary shall not later than 30 days 
prior to such allocation publish in the 
Federal R egister the specific formula for 
such distribution, the rationale behind 
the selection of the formula and the 
proposed amount for distribution to each 
eligible applicant. After consideration of 
comments received within 30 days of the 
F ederal R egister notice, the Secretary 
shall publish final allocations (sec. 603
(d)).

(d) For purposes of paragraphs (b) 
and (c) of this section, the term “juris­
diction” means the jurisdiction of each 
unit of general local government as 
described in § 95.3(a) (2) of this sub­
title, whether or not such unit has 
entered into a consortium of units of gen­
eral local government for the purposes 
of § 95.3(a) (3) of this subtitle (sec. 603
(c)).

(e) (1) An eligible applicant shall dis­
tribute to a program agent, as defined in 
paragraph (e) (3) of this section, funds 
to be utilized to serve residents of the 
program agent’s area unless the program 
agent declines to operate a program. In 
which case, the eligible applicant shall 
make other arrangements to serve the 
residents of the program agent’s juris­
diction (sec. 204(d) (1)).

(2) If the Secretary does not specify an 
amount to be distributed to a program 
agent, the eligible applicant shall dis­
tribute funds to the program agent using 
the same rationale used by the Secretary 
in distributing funds to eligible appli­
cants.

(3) The term “program agent” under 
this part shall mean any unit of general 
local government (or combination of such 
units) located within an eligible appli­
cant’s jurisdiction which has a popula­
tion of 50,000 or more (sec. 204(d) (1))

(4) Notwithstanding paragraph (e) (1) 
of this section, a program agent which 
is a member of a consortium may make 
agreements agreed to by the consortium 
for the administration of funds for the 
benefit of the residents of the eligible 
program agent’s area:
§ 99.3 Eligibility for funds.

(a) Funds shall be allocated by the 
Secretary only to eligible applicants. The

term “eligible applicant” shall mean 
prime sponsors qualified for Fiscal Year 
1977 under Title I of the Act and Indian 
tribes, bands, and groups qualified for 
Fiscal Year 1977 under section 302(c) (1) 
of the Act (sec. 602(e)).

(b) A State shall not qualify as an 
eligible applicant for any geographical 
area within the jurisdiction of any other 
eligible applicant which is a unit of local 
government, within the State unless 
the non-State eligible applicant has not 
submitted an approvable application for 
Title VI funds, or has stated to the Re­
gional Administrator, in writing, its de­
sire to be served by the State (sec. 204 
(a)).

(c) A unit of general local government 
shall not qualify as an eligible applicant 
with respect to any area within the ju­
risdiction of another eligible unit of gen­
eral local government unless the other 
unit has not submitted an approvable ap­
plication for such areas, or has stated its 
desire to the RA, in writing, to be served 
by such larger unit (sec. 204(a)).

(d) (1) An eligible applicant shall dis­
tribute funds to program agents as pro­
vided in § 99.2(e) (sec. 204(d) (2)).

(2) No program agent shall receive or 
continue to receive funds for any area 
within the jurisdiction of another pro­
gram agent unless the RA determines 
that the other program agent has not 
carried out its administrative responsi­
bility consistent with the application for 
financial assistance developed by the 
eligible applicant for developing, fund­
ing, overseeing, and monitoring programs 
within its area (sec. 204(d) (3)).

(e) Funds for areas of substantial un­
employment.

(1) An eligible applicant or program 
agent which contains an area or areas of 
substantial unemployment shall make 
available for services to residents of each 
such area those funds allocated to the 
eligible applicant under § 99.2(b) (3) 
(sec. 603(a)(2)(b)).

(2) An eligible applicant other than 
a State, or a program agent, whose en­
tire jurisdiction qualifies as an area of 
substantial unemployment, shall, to the 
extent feasible, allocate funds allo­
cated under § 99.2(b) (3) according to 
§ 96.3(f) (1) of this subtitle.

(3) If the eligible applicant is a State 
whose entire jurisdiction qualifies as an 
area of substantial unemployment, the 
eligible applicant shall, to the extent 
feasible, allocate the funds allocated to 
it under § 99.2(b)(3) according to § 96.3
(f) (2) of this subtitle.

(4) If an eligible applicant believes 
that there is an area of substantial un­
employment within its jurisdiction that 
has not been designated as such by the 
Secretary it may recommend that such 
area be considered by the Secretary. In 
making any such recommendation, the 
eligible applicant must include a pre­
cise geographical definition of the area 
to be served and population data. Such 
recommendation shall be submitted to 
the RA. The Secretary shall, within a 
reasonable time, make a determination 
on the recommendation and inform the 
eligible applicant of the decision and the 
reasons therefor.
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Subpart B— Grant Application 

§ 99.10 General. -
(a) This subpart contains the proce­

dures for obtaining grants to operate 
programs under Title VI of the Act (sec. 
602(a)).

(b) The Secretary reserves the right 
to temporarily waive any of the grant 
procedures in this subpart and provide 
immediate funding authority when, and 
if, strict adherence to a procedure would 
result in a funding delay which would 
necessitate the lay-off of currently em­
ployed participants.
§ 99.11 Planning process ; advisory

councils.
To receive financial assistance under 

Title VI of the Act, eligible applicants 
shall submit an appropriate comprehen­
sive Title VI plan, pursuant to § 99.12. In 
developing and modifying such a plan, an 
eligible applicant shall utilize the plan­
ning process and the advisory councils 
pursuant to § 95.13 (b), (c), (d), and (e) 
of this subtitle.
§ 99.12 Content and description o f grant 

application.
(a) To apply for a grant, each eligible 

applicant shall complete and submit a 
grant application.

(b) Copies of all grant application 
forms and instructions are contained 
in the Forms Preparation Handbook (ET 
Handbook No. 311).

(c) Each grant application shall con­
sist of an Application for Federal As­
sistance, a Comprehensive Title VI Plan, 
Assurances and Certifications, and a 
Grant Signature Sheet. §§99.13-16 of 
this Part describes the contents of the 
grant application.
§ 99.13 Application for Federal Assist­

ance.
The Application for Federal Assistance 

identifies the eligible applicant and the 
amount of funds requested. It provides 
information concerning the area to be 
served and the number of people ex­
pected to benefit from the program. The 
Standard Form 424 contained in Federal 
Management Circular (FMC) 74-7 is be­
ing used as the Application for Federal 
Assistance.
§ 99.14 Comprehensive Title VI Plan.

(a) The Comprehensive Title VI Plan 
is a statement of how the eligible appli­
cant intends to use Title VI funds and 
to coordinate its activities with other em­
ployment and training programs and 
services operating within its jurisdiction. 
The Comprehensive Title VI Plan con­
sists of the Narrative Description of the 
Title VI Program, the Program Planning 
Summary, the Budget Information Sum­
mary, the Monthly Schedule, the Public 
Service Employment Occupational Sum­
mary, the Project Data Summary, and 
the Program Summary which are de­
scribed below in.paragraphs (b) through
(h) of this section.

(b) The Narrative Description of the 
Title VI program identifies and explains 
the employment and training problems

within the eligible applicant’s jurisdic­
tion, describes proposed program activi­
ties and delivery systems to deal with 
those problems, and states the results ex­
pected from the program. The Narrative 
Description requirements in this para­
graph (b) are an abbreviated version of 
the Narrative Description requirements 
for Title II (§ 96.14(b) (2) (1) of this 
title). If the information required has 
already been provided in the current 
Title II Narrative Description, a copy of 
the Title II Narrative Description may 
be attached in order to comply with the 
requirements in this paragraph. The 
Narrative Description of the Title VI pro­
gram must include the following items:

(1) Objectives and needs for the as­
sistance. (i) Program purpose; and

(ii) Analysis of need—A brief descrip­
tion of the labor market of the area in­
cluding labor force and a description of 
the population groups most in need of 
services a t this time.

(2) Results and benefits expected. This 
item should explain how the quantified 
results in Section I  of the PPS impact on 
the needs of the labor force and the com­
munity services to be provided.

(3) Approach, (i) What provisions 
have been made to sustain the June 30, 
1976, level of enrollment in both Titles 
n  and VI, or to retain the October 31, 
1976 level, if higher?

(A) Identify the June 30, 1976, level 
of enrollment in Titles n  and VI. Iden­
tify the October 31, 1976, level, if 
different.

(B) Identify the level of enrollment at 
the time of grant execution, if higher 
than either of the preceding. If the level 
of enrollment is higher, describe how 
these excess participants will be accom­
modated (e.g., transfer to projects, ter­
minate, place in jobs).

(C) Estimate the amount of funds it 
will take to sustain the June 30, 1976, 
level of enrollment or to retain the Oc­
tober 31, 1976, level of enrollment, 
whichever level of enrollment is higher.

(D) Identify the number of partici­
pants that will be sustained under Title
II.

(E) Identify the number of partici­
pants that will be in the Title VI level 
of sustainment.

(F) If any former participants are to 
be reinstated in the program under the 
provisions of § 99.40(c), state the num­
ber of individuals involved. Submit ade­
quate documentation to allow the RA to 
determine that such individuals qualify 
for reinstatement, including the name, 
position, date of termination and reason 
for termination of each participant and 
any additional information required by 
the RA.

(ii) Describe the methods which will 
be used to provide any training and sup­
portive services to long-term unemployed 
persons.

(iii) Provide the estimated average an­
nual wage rate for PSE occupations and 
the method of obtaining this wage rate, 
keeping in mind the aim of obtaining 
a nationwide rate of $7,800.

(iv) Describe unmet public service 
needs.

(v) Describe the method of recruiting 
low-income AFDC recipients and long­
term ' unemployed persons, and the 
method which will be used to verify such 
persons’ eligibility for the program. De­
scribe the procedures that will be used 
to track and monitor the flow of partic­
ipants in order to comply with the 
different eligibility requirements of 
§ 99.42(a) and (b).

(vi) Explain the basis for distributing 
funds within the eligible applicant’s 
area.

(vii) Describe what steps will be taken 
to provide services to disabled, special 
and recently discharged veterans and to 
welfare recipients.

(viii) For newly eligible applicants, 
eligible applicants operating independ­
ently for the first time and eligible ap­
plicants serving geographical area(s) in 
addition to that served in the previous 
program year, describe the continuity of 
service to be provided.

(ix) Describe the process for selecting 
delivery agents and project operators in­
cluding:

(A) The methods and criteria to be 
used in the selection of delivery agents 
and project operators;

(B) The methods and criteria to be 
used for soliciting and approving project 
applicants.

(x) Describe the linkages established 
with other employment and training and 
related agencies:

(xi) Identify the percentage of Title 
VI positions planned to be filled with 
veterans.

(4) Management and administrative 
plan, (i) Provide an organizational 
chart.

(ii) Describe internal administrative 
controls, including personnel or merit 
system and grievance procedures.

(5) Maintenance of effort data. Esti­
mate the number o£ jobs that will be 
filled by rehiring former employees who 
have been terminated or laid off. (Under 
§ 99.34, the RA may request additional 
documentation on this item.)

(c) Program planning summary. The 
program planning summary requires an 
eligible applicant to provide a quantita­
tive statement of planned enrollment 
levels, the participants to be served by 
each program activity (classroom train­
ing, on-the-job training, public service 
employment, work experience, and other 
activities), and planned outcomes for 
program participants. It also requires 
an identification of the significant seg­
ments of the population and the number 
of individuals in each to be served.

(d) Budget information summary, 
The budget information summary re­
quires an eligible applicant to :

(1) Provide a quantitative statement 
of planned expenditures and obligations ;

(2) Indicate yearly planned expendi­
tures by cost category (administration, 
allowances, wages, fringe benefits, train­
ing, and services); and

(3) State planned quarterly obliga­
tions and planned expenditures by pro­
gram activity.

(e) Monthly schedule. The monthly 
schedule contains an estimate of total
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number of participants who will be en­
rolled in Title VI programs at the end 
of each month and of the total cu­
mulative expenditures expected to have 
been incurred by the end of each month.

(f) Public service employment occu­
pational summary. The public service 
employment occupational summary pro­
vides a description of proposed job oppor­
tunities, occupations and wages for sim­
ilar nonsubsidized jobs in the employing 
agency at the sustaining level.

(g) Project data summary. The proj­
ect data summary provides a descrip­
tion of each proposed project.

(h) Program summary. The program 
summary presents a distribution of jobs, 
training slots, and funds to be provided 
to eligible applicants and subgrantees. It 
designates the area to be served, the 
population and employing agencies of 
each area. The above information should 
not be provided for projects.
§ 99.15 Assurances and certifications.

(a) The assurances and certifications 
form is a signature sheet on which the 
eligible applicant assures and certifies 
that it will comply with the Act, the reg­
ulations of the Department, other appli­
cable laws, and applicable Federal Man­
agement Circulars and Office of Man­
agement and Budget (OMB) circulars. 
The assurances and certifications form 
will be provided in the grant application 
package.

(b) When prime sponsors are plan­
ning to fund job opportunities authorized 
under Section 304(a) of the Act, para­
graphs (3), (4), (5), and (6), they must 
submit a certification to the RA in 
the grant application that such activities 
are necessary to provide sufficient job 
opportunities in the area served by the 
prime sponsor (sec. 604(a)).
§ 99.16 Grant Signature Sheet.

The Grant Signature Sheet records the 
acceptance by the grantee and grantor 
of the terms and conditions of the grant 
and any changes to the grant. I t  records 
the time period for which the grant is 
effective, the grant allotment, the amount 
of funds obligated by the RA to the 
grantee, the Title of the Act under which 
funding is authorized and the name, title 
and signature of the approving official 
on both sides.
§ 99.17 Comment and publication pro­

cedures relating to submission of 
grant application.

(a) Each eligible applicant shall pro­
vide an opportunity for comment on the 
application as set out in § 95.15 of this 
subtitle, except that newspaper publica­
tion and provision of the application to 
Governors, appropriate units of govern­
ment, appropriate Indian prime spon­
sors, and appropriate labor organizations 
may be simultaneous with submission of 
the grant application to the RA.

(b) Each eligible applicant shall sub­
mit a copy of its grant application to 
appropriate State and sub-state clear­
inghouse^) a t the same time that it 
submits its application to the RA.

§ 99.18 Submission o f grant applica­
tion; standards for reviewing grant 
applications.

(a) Each eligible applicant shall sub­
mit its grants application to the RA on 
or before a date set by the Secretary.

(b) A grant application shall include 
all items set out in § 99.12.

(c) A grant application will be re­
viewed to determine if it meets the re­
quirements of the Act, the regulations 
promulgated under the Act, and other 
applicable law. In reviewing a grant ap­
plication, the RA shall use the standards 
set forth in § 95.17(b) of this subtitle.
§ 99.19 Application approval; applica­

tion disapproval; grant agreement.
The procedures set forth in §§95.18 

and 95.19 of this subtitle shall apply for 
Title VI applications and grant agree­
ments.
§ 99.20 Use o f alternative eligible appli­

cant; services by the Secretary.
The provisions detailed in § 95.20 of 

this subtitle shall apply to applications 
and grants made pursuant to Title VI of 
the Act.
§ 99.21 Modifications.

The modification procedures set forth 
in § 95.21 of this subtitle shall apply to 
Title VI grants.

Subpart C— Program Operation 
Requirements for Prime Sponsors

§ 99.30 General.
(a) . This subpart contains the program 

operation requirements governing prime 
sponsors with respect to the creating and 
expanding of public service job opportu­
nities for unemployed and underem­
ployed persons (secs. 205, 602(a)).

s (b) This subpart also contains special 
provisions governing prime sponsors of 
areas of excessively high unemployment, 
which include:

(1) Prime sponsors of areas having an 
average unemployment rate- in excess of 
7 percent for the most recent three con­
secutive months based upon the best 
available information and subject to re­
view by the RA, and which certify to the 
RA in the grant application or a request 
for modification that the application of 
the special provisions for areas of exces­
sively high unemployment are necessary 
in order to provide sufficient job oppor­
tunities in the area;

(2) Prime sponsors which are “ex­
ceptional circumstance” prime sponsors 
under section 102(a)(4) of the Act and 
which certify to the RA in the grant ap­
plication or a request for modification 
that application of the special provisions 
for areas of excessively high unemploy­
ment are necessary in order to provide 
sufficient job opportunities in the area;

(3) Prime sponsors which are “con­
centrated employment program” prime 
sponsors under section 102(a) (5) of the 
Act and which certify to the RA in the 
grant application or a request for modi­
fication that the application of the spe­
cial provisions for areas of excessively 
high unemployment are necessary in

order to provide sufficient job opportu­
nities in the area; and

(4) Prime sponsors which are State 
prime sponsors serving areas which are 
eligible for assistance under Title n  of 
the Act and which certify to the RA in 
the grant application or a request for 
modification that the application of the 
special provisions for areas of excessively 
high unemployment are necessary in 
order to provide sufficient job opportuni­
ties in the Title II area.
§ 99.31 Basic responsibilities of prime 

sponsors; basic responsibilities of 
program agents.

(a) (1) A prime sponsor shall admin­
ister its programs under Title VI of the 
Act pursuant to the provisions of § 96.21 
of this subtitle.

(2) A prime sponsor of an area of ex­
cessively high unemployment shall ad­
minister its programs under Title VI of 
the Act pursuant to the provisions of 
§ 96.21 of this subtitle, except that the 
provisions of § 96.21 (c), (d) and (e) of 
this subtitle shall not apply.

(b) The responsibilities of program 
agents, as defined in § 99.2(e) (3), shall 
be those provided in § 96.22 of this 
subtitle.
§ 99.32 Program performance require­

ments for prime sponsors.
(a) A prime sponsor shall use funds 

under Title VI of the Act in accordance 
with the expenditure levels and enroll­
ment levels described in the approved 
Comprehensive Title VI Plan and within 
the monthly schedule.

(b) (1) H ie RA shall review the pro­
gram performance of each prime sponsor 
on a monthly basis and determine the 
adequacy of the prime sponsor’s per­
formance with respect to the expendi­
ture and enrollment levels provided for 
in the Program Planning Summary, 
Budget Information Summary, and the 
monthly schedule.

(2) If a prime sponsor operates at a 
level in variance from the monthly 
schedule, the RA may prescribe correc­
tive action and/or technical assistance.

(c) The RA, on a monthly basis, shall 
make a general review of the prime 
sponsor’s performance and goals to de­
termine the responsiveness of the prime 
sponsor’s program to the unemployment 
rates of its area and the employment 
needs of the persons Within its juris­
diction. —
§ 99.33 Public service job activities in 

the Title VI level o f sustainment.
(a) A prime sponsor may use funds re­

served for sustaining enrollment under 
Title VI to provide:

(1) Public service jobs in employment 
projects which provide maximum em­
ployment opportunities for eligible per­
sons (sec. 602(a));

(2) Public service employment pro­
grams which meet the requirements of 
§ 96.23 of this subtitle (sec. 602(a));

(3) Basic manpower activities and 
services described in § 95.33(d) CD* (2),
(4), (5), and (6) of this title (sec. 201);
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(4) Job opportunities with public em­

ployers, as described in paragraphs (3),
(4), (5), and (6) of section 304(a) of the 
Act, if the prime sponsor certifies to the 
RA in the grant application or a modifi­
cation that such activities are neces­
sary to provide sufficient job opportuni­
ties in the area served by the prime spon­
sor (sec. 640(a));

(5) Where funds are utilized pursuant 
to paragraphs (a) (3) and (a) (4) of this 
section, all provisions under this part 
shall apply, except for references in such 
provisions to §§ 96.20, 96.21 (b) (c) (d) (e)
(g) and (h ), 96.23, 96.31, 96.32, 96.33, and 
96.34 of this subtitle. In addition, those 
provisions applicable for program under 
Title I, or Part A of Title HE shall apply. 
However, when Title VI funds are used to 
fund public service employment, all of 
the provisions of this part shall apply.

(b) Funds allocated to prime sponsors 
of areas of excessively high unemploy­
ment may also be used for the following 
special program activities and services 
(sec. 604):

(1) Public service employment pro­
grams which meet the requirements of 
§ 96.23 of this subtitle, except that 
§ 96.23(b) (2), (3), and (8) shall not 
apply; > '

(2) The funding of jobs with public 
employers cm community capital im­
provement projects, which would not be 
otherwise carried out (however, these ac­
tivities must be activities that the prime 
sponsor is authorized to do and would 
normally perform itself rather than con­
tract out). Such projects may include 
the rehabilitation, alteration, or im­
provement, but not new construction, of 
public buildings, roads and other public 
transportation facilities, health and ed­
ucation facilities, and other facilities for 
the improvement of the com m unity in 
which the project is or will be located. 
Funds shall not be used, however, for em­
ployment in capital improvement proj­
ects which inures primarily to the benefit 
of a private profit-making organization 
(sec. 604(b)) ;  and

(3) The funding of jobs in projects for 
functions that would normally be au­
thorized for the jurisdiction but would 
not otherwise be carried out. The activi­
ties performed in the projects must be 
those which the prime sponsor has his­
torically performed itself rather than 
those which would normally be per­
formed by an outside contractor. Such 
projects may include construction (in­
cluding new construction), rehabilita­
tion, alteration, or improvement of water 
and waste disposal facilities in communi­
ties with populations of 10,000 individu­
als or less which are outside the Stand­
ard Metropolitan Statistical Area, as 
defined by the Bureau of the Census.
§ 99.34 Maintenance o f  effort.

(a) Public service jobs funded under 
Title VI of the Act shall only be in addi­
tion to employment which would other­
wise be financed by the prime sponsor 
without assistance under the Act (sec. 
602(c), 205(c)(25)).

fo) To assure maintenance of effort, 
the prime sponsor shall see that all pro­
grams under Title VI of the Act:

Cl) Shall result in an increase in em­
ployment opportunities over those which 
would otherwise be available;

(2) Shall not result in the displace­
ment of currently employed workers, in­
cluding partial displacement such as a 
reduction in hours of nonovertime work, 
wages, or employment benefits;

(3) Shall not impair existing contracts 
for services or result in the substitution 
of Federal funds for other funds in con­
nection with work that would otherwise 
be performed; and

(4) Shall not substitute public service 
jobs for existing federally assisted jobs 
under federally supported programs 
other than those under the Act (secs. 
602(c), 208(a) (D ).

(c) Prime sponsors, program agents 
and subgrantees may not terminate, lay­
off, or reduce the working hours of, an 
employee in anticipation of hiring an in­
dividual with funds available under Title 
VI. In addition, no participant shall be 
used to fill positions or provide services 
normally provided by temporary, part- 
time, or seasonal workers or contracted 
out, or to fill full-time vacancies, unless 
documentation is maintained, as pro­
vided in paragraph (h> of this section, 
that such action does not constitute a 
substitution of Federal funds for pur­
poses that would otherwise have been 
supported by other resources.

(d) No prime sponsor shall hire or 
allow the hiring of any person into any 
job funded under this part when any 
other person is on lay-off from the same 
or any substantially equivalent job (secs. 
602(c), 205(e) (7) (8)). If layoffs of 
regular employees occur during the grant 
period, participants may not remain 
working in the same or substantially 
equivalent job within the employing 
agency that is affected by the lay-off. 
Such participants shall be transferred 
to positions not affected or be laid off or 
terminated. Prime sponsors shall try to 
transfer them to Title I, if appropriate, 
or shall attempt to place them into un­
subsidized employment before laying 
them off or terminating them (secs. 602
(c), 205(c)(8)).

(e) Former employees who lost their 
jobs due to a bona fide lay-off may be 
hired into positions supported under this 
Part provided that such hiring does not 
constitute a violation of the maintenance 
of effort provisions of the Act and these 
regulations.

(f) No participant may be placed or 
remain working in any position substan­
tially equivalent to a position which is 
vacant due to a hiring freeze unless the 
prime sponsor can demonstrate that:

(1) The freeze resulted from a lack of 
funds to sustain former staff levels and 
was not established because of the avail­
ability of funds under this part; and

(2) The promotional opportunities of 
regular employers will not be infringed 
upon.

(g) Prime sponsors shall notify the RA 
in writing of any layoff or hiring freeze 
hi a department or agency where partici­
pants are employed in positions substan­
tially equivalent to those affected by the 
layoff or hiring freeze.

(h) Prime sponsors, program agents, 
or subgrantees which utilize funds under 
this Part to hire persons to fill positions 
previously supported by funds other than 
funds available under the Act or to 
provide services which are normally pro­
vided by temporary, part-time or sea­
sonal workers or which are normally con­
tracted out, shall maintain documenta­
tion that such use of funds does not 
constitute a violation of paragraph (c) of 
this section nor of any other require­
ments of this section. Such documenta­
tion shall be prepared and maintained 
in a form which clearly demonstrates 
that all requirements of this section are 
complied with and shall be readily avail­
able for the inspection of the RA for a 
period of not less than one year subse­
quent to the filling of any position to 
which these provisions are applicable. 
Prime sponsors shall, at the direction of 
the RA, submit such documentation or 
any budgetary expenditure records, reve­
nue statements, and other information 
relevant to determinations under this 
section. RA’s shall not approve any plan 
unless prime sponsors have submitted, 
when directed by the RA, conclusive evi­
dence that the proposed use of funds 
fully meets the requirements of this sec­
tion.

(i) Funds shall not be used to provide 
public services, through a private or non­
profit organization or institution, which 
are customarily provided by a State, a 
political subdivision, or a local educa­
tional agency in the area if such fund­
ing will result in a reduction of the cus­
tomary level of such service by the State, 
political subdivision, or local educational 
agency.

(j) RAs and prime sponsors shall 
carefully review all programs to insure 
compliance with all maintenance of ef­
fort requirements.
§ 99.35 _ Linkages with other employ- 

- , ment and training programs; train­
ing and supportive services.

(a) Each prime sponsor, where ap­
propriate, shall maintain linkages with 
other employment and training pro­
grams as provided under the provisions 
of § 96.32 of this subtitle.

(b) As appropriate, each prime spon­
sor shall provide training and supportive 
services for participants as specified by 
§ 96.31 of this subtitle.
§ 99.36 Placement goals.

Public service employment programs, 
to the extent feasible, shall meet place­
ment goals as described in § 96.33 of 
this subtitle (secs. 602(c), 211(b) ). The 
provisions of § 96.33(c)-(f), however, 
shall not be applicable to participants 
in projects as described in § 99.40(a) (2).
§ 99.37 Compensation and working con­

ditions for participants.
(a) Participants in public service em­

ployment programs and projects shall 
be compensated pursuant to § 96.34 of 
this subtitle.

(b) A prime sponsor may establish, 
on an area basis, jobs and wage struc­
tures for participants, taking into ac­
count the average wages in the area
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served and the cost of living in  such 
areas, with the aim of effecting a na­
tionwide, federally supported annual 
average wage rate equivalent of $7,800 
per full-time position within the overall 
$10,000 federally supported salary limita­
tion provided to public service jobhold­
ers. However, this provision in no way is 
intended to relieve a prime sponsor from 
compensating participants in accordance 
with paragraphs (a), (c), (d), (e), and 
(f ) of this section. The RA is authorized 
to make recommendations, on an area 
basis, to prime sponsors pertaining to the 
provisions set forth in this paragraph.

<c) Participants in classroom training 
programs shall be compensated pursu­
ant to § 95.34 of this subtitle.

(d) Participants in on-the-job train­
ing programs and projects shall be com­
pensated pursuant to § 95.35 of this 
subtitle.

(e) Participants in work experience 
programs shall be compensated in ac­
cordance with § 95.33(d) (4) (viii) of this 
subtitle. When participants enrolled in 
work experience are working in projects, 
wages shall equal the highest of either 
of the rates specified in § 95.33(d) (4) 
(viii) of this subtitle or the prevailing 
rates of pay for persons employed in 
similar occupations by the same em­
ployer.

(f) The salary limitations specified in, 
§ 96.34(c) of this subtitle shall apply to  
compensation provided participants 
under Title VI.
§ 99 .38  Place o f residence for partici­

pants.
(a) General. (1) (i) At time of both 

application and selection, program par­
ticipants shall reside within the geo­
graphic area for which funds have been 
designated. A program agent, therefore, 
may not hire persons outside of its ju­
risdiction nor may a prime sponsor hire 
a person from the jurisdiction of another 
prime sponsor or of a program agent 
within its own jurisdiction.

(ii) Because of changes in program 
agent designations each program year, 
this policy does not require the layoff 
of participants eligible under the resi­
dency requirements that were applicable 
a t the time of their selection.

(2) A prime sponsor or program agent 
may receive additional funds as a sub­
grantee of another prime sponsor or pro­
gram agent to enroll residents of the 
other prime sponsor’s or program agent’s 
jurisdiction in any public service job 
or other manpower program under Title 
VI. The prime sponsor or program agent 
receiving funds must offer jobs or pro­
grams which are within reasonable com­
muting distance of residents of the 
other prime sponsor’s or program agent's 
jurisdiction.

(3) Consortia of eligible applicants. If 
two or more jurisdictions eligible to be 
prime sponsors have found a consor­
tium to operate programs under Titles 
I, n, and VI, residents of any desig­
nated area within the boundaries of the 
consortium may be employed in public 
service jobs or enrolled in any other 
manpower activity either within the geo­
graphical boundaries of the consortium

or outside such boundaries in which case 
the provisions of § 96.23(b) (7) of this 
subtitle shall apply: Provided, That the 
total amount of funds spent for residents 
of each participating prime sponsor 
equals the amount of funds that the area 
would have received if the consortium 
had not been formed.

(b) Funds provided under § 99.2(b)
(3) shall be used only on behalf of resi­
dents of geographic areas eligible for 
assistance under Title n  of the Act.

(c) Consortia of units of general local- 
government formed in order to qualify 
as program agents; multijurisdictional 
prime sponsors. The provisions of para­
graphs (a) and (b) of this section shall 
apply to consortia of units of general 
local government formed in order to 
qualify as program agents and shall ap­
ply to multijurisdictional prime sponsors.
Subpart D— Program Operation Require­

ments Under the Emergency Jobs Pro­
grams Extension Act of 1976

§ 99.40 Apportionment o f the prime 
sponsor’s allocation.

(a) General. (1) (i) Each prime spon­
sor shall reserve from the funds avail­
able during Fiscal Year 1977 for its use 
under Title VI, an amount which, when 
added to the funds available during Fis­
cal Year 1977 for its use under Title II, 
shall be sufficient to sustain throughout 
FY 1977 the number of Titles n  and VI 
participants who were in the program 
on June 30, 1976.

(ii) However, if the number of partici­
pants enrolled in Titles H and VI on Oc­
tober 31,1976, plus any rehires who were 
terminated from Titles II and VI and 
who are approved for reinstatement in 
accordance with paragraph (c) of this 
section, is higher than the June 30,1976, 
level of participants, the prime sponsor 
may reserve funds to carry the higher 
level into the new grant period. The 
prime sponsor should be aware, however, 
that its allocation, which shall be keyed 
to the June 30, 1976 level, may not be 
sufficient to operate a t the higher level 
throughout FY 1977.

(iii) (A) Funds reserved in accordance 
with paragraph (a) (1) (i) of this section 
shall not be used to support a level of 
opportunities in excess of the June 30, 
1976, level or the level of opportunities 
on the date of grant execution.

(B) Funds reserved in accordance with 
paragraph (a)(l)(ii) of this section 
shall not be used to support a level of 
opportunities in excess of the October 31, 
1976, level plus any rehires who have 
been approved for reinstatement under 
paragraph (c) of this section or the level 
of opportunities on the date of grant 
execution.

(iv) Where the enrollment level at the 
time of grant execution is higher than 
the Title VI level of sustainment, prime 
sponsors may transfer these excess par­
ticipants into projects or into their pro­
grams under Titles I or n ,  to the extent 
that the participants being transferred 
meet the appropriate eligibility criteria.

(2) Funds remaining after the appli­
cation of paragraph (a) (1) of this sec­
tion shall be used for new projects as

defined in § 94.4(ooo) of this title, not to 
exceed 12 months and subject to the 
approval procedures in § 99.41 (sec. 607 
(b)).

(b) Enrollment of Title VI partici­
pants. (1) At least fifty percent of the 
participants enrolled in vacancies or 
openings in the Title VI level of sustain­
ment shall meet the eligibility criteria 
in § 99.42(a) of this Part.

(2) Those vacancies not filled by in­
dividuals meeting the new eligibility 
criteria shall be filled by individuals 
meeting the eligibility criteria in § 99.42 
(b l of this Part.

(3) All participants enrolled in proj­
ects as specified in § 99.40(a) (2) and 
§ 99.41 of this Part shall meet the eli­
gibility criteria in § 99.42(a) of this 
Part.

(4) Individuals enrolled in Title VI 
may be rehired as defined in § 94.4(qqq) , 
of this title, provided that the mainte­
nance of effort provisions of § 99.34 of 
this Part are not violated. In addition, 
prime sponsors may give preference to 
unemployed, qualified former health and 
safety personnel for public health and 
safety positions, when selecting indi­
viduals pursuant to paragraph (b) (2) 
of this section (sec. 607(c) (2).

(5) The cumulative and current num­
ber of participants meeting the eligi­
bility criteria in § 99.42(a) of this Part 
who are enrolled in vacancies or open­
ings in the Title VI level of sustain­
ment shall a t all times approximately 50 
percent ofT greater of all participants 
enrolled in vacancies or openings in 
the Title VI level of sustainment.

(6) In paragraphs (b) (1), (2), and
(3) of this section, persons enrolled after 
grant execution shall not include Title n  
participants who are moved into Title VI 
during the initial separation of Titles H 
and VI participants.

(c) Any rehire who, after June 30, 
1976, and before October 1,1976, was laid 
off from a job supported under Titles H 
and VI because of the provisions of 
§ 96.24 (e) and (f ) of this subtitle may be 
reinstated by the prime sponsor into a 
Title VI position supported pursuant to 
paragraph (a) (1) of this section without 
regard to requirements of paragraphs 
<b) (1) and (2) of this section. However, 
reinstatement shall be subject to RA 
determination that they were laid off 
because of § 96.24 (e) and (f), after re­
view of information provided in § 99.14 
(b) (3) (i) (F ). The reinstatement pro­
vision of this section shall not relieve 
a prime sponsor from compliance with 
§ 99.34(d) (sec. 609(c)).
§ 99.41 Project approval.

(a) Funds remaining after funds are 
reserved for supporting the level of op­
portunities determined in § 99.40(a) (1) 
shall be utilized for public service jobs 
in new projects, as defined in 
§94.4(ooo) , not to exceed one year in 
duration. (As part of these new proj­
ects, prime sponsors may utilize those 
funds for manpower program activi­
ties as described in § 95.33(d) (1), <2),
(4) , (5), and (6) of this title (sec. 607
0»).
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(b) Such projects and activities shall 
be funded as follows:

(1) Each prime sponsor shall estab­
lish procedures for its own use and the 
use of its program agents for notifying 
potentially eligible project applicants (as 
defined in § 94.4(ppp) of the applica­
tion process and cut-off date for accept­
ance of applications.

(2) Each prime sponsor is responsible 
for establishing procedures for its own 
use and the use of its program agents, 
whereby, upon receipt, a copy of ea<5h 
project/activity application shall be sub­
mitted to the prime sponsor’s planning 
council to allow the council to submit 
comments and recommendations with 
respect to the application (sec. 609(a)).

(i) No member of a prime sponsor’s 
planning council shall cast a vote on any 
matter in connection with a proposed 
project or activity in which that mem­
ber (or any organization with which 
that member is associated) has a direct 
interest (sec. 609(a)).

(3) Prime sponsors and program 
agents should give consideration to pro­
viding a substantial portion of the proj­
ect funds to nonprofit agencies.

(4) In reviewing project applications, 
prime sponsors, and program agents, 
should carefully consider any proposed 
expenditures for materials, supplies, 
equipment, and space in relation to the 
duration of the proposed projects.

(5) Prime sponsors and program 
agents shall not disapprove a project ap­
plication without first considering any 
comments and recommendations sub­
mitted by the planning council and pro­
viding the applicant and the council with 
a written statement of the reasons for the 
disapproval (sec. 609(b)).

(6) In program agent areas, decisions 
on approving or disapproving project ap­
plications shall be made in accordance 
with § 96.22 of this subtitle.
§ 99.42 Eligibility for participation in  

Title VI programs.
(a) The following criteria shall be used 

by prime -sponsors in determining par­
ticipant eligibility pursuant to § 99.40(a) 
(2) and (b) (1) and in selecting partici­
pants for these positions (sec. 608(a)).

(1) An eligible person must be a mem­
ber of a family which has a current total 
family income, determined pursuant to 
paragraph (a) (2) of this section, at or 
below 70 per centum of the lower living 
standard income level, as defined in § 94.4 
(nnn), and must meet the residency re­
quirements of § 99.38 of this Part, and 
must be a person.

(i) Who, at the time of application, 
has been receiving unemployment com- - 
pensation for 15 or more weeks which are 
uninterrupted by a period of employ­
ment; or

(ii) Who, at the time of application, 
is ineligible for unemployment compen­
sation as defined in § 94.4(sss) and has 
been unemployed for 15 or more weeks 
which are uninterrupted by a period of 
employment. For purposes of this para­
graph, “period erf employment” is de­
fined as work in excess of 10 hours in any 
calendar week or work for which the in-
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dividual has earned in excess of $30 in 
any calendar week; or

(iii) Who, at the time of application, 
is unemployed and is an exhaustee as 
defined in § 94.4(rrr) of this title; or

(iv) Whose family is receiving Aid to 
Families with Dependent Children 
(AFDC), including AFDC—Unemployed 
Fathers, under Title IV of the Social 
Security Act.

(2) (i) In determining current family 
income, the prime sponsor shall annual­
ize, based on the three months preced­
ing application, total family income, 
utilizing the same exclusions (e.g., un­
employment compensation) used* to de­
termine family income for the Partici­
pant Record, except with regard to pub­
lic assistance as defined in § 94.4 (ss) of 
this title. Only that portion of public as­
sistance payments received by the appli­
cant which the applicant will be dis­
qualified from receiving due to the en­
rollment of the applicant under Title 
VI (e.g., payments under the Aid to 
Families with Dependent Children of 
Unemployed Fathers program) shall be 
excluded.

(ii) In instances where, due to sea­
sonal employment, summer employment 
for youth, or other circumstances, the 
three months period is unrepresentative, 
the prime sponsor shall compute family 
income by totaling all family income re­
ceived during the twelve months prior 
to application, except for those exclu­
sions indicated in paragraph (a) (2) (i) 
of this section (sec. 608(a) (2)).

(3) The prime sponsor shall take rea­
sonable steps to insure that funds used 
pursuant to § 99.40 (a) (2) and (b) (I) are 
equitably allocated among the categories 
of eligible persons described in subdivi­
sions (i), (ii), (iii), and (iv) of paragraph 
(a)(l> of this section. Such equitable 
allocation shall be made in light of the 
composition of the population of unem­
ployed eligible persons served by the 
prime sponsor, to the extent that such 
data are available. No one group shall be 
served exclusively, and no group shall be

• excluded from service (sec. 608(c)).
(4) Participants under Title I, Title 

IV, section 302 and section 303 of the 
Act, participants under Sections 5 and 6 
of the Emergency Employment Act, and 
participants under Title X of the Public 
Works and Economic Development Act 
who are enrolled in Title n  or VI ac­
tivities funded through the Department, 
may be ti-ahsferred pursuant to § 99.40 
(a) (2) or (b) (1) if they met the require­
ments of paragraph (a) (I) of this sec-* 
tion and § 99.38 at the time of their en­
try into the program from which they 
are being transferred, and if maximum 
efforts have been made to place such in­
dividuals in unsubsidized employment or 
training (sec. 105 (a) (2)).

(5) A veteran who has served on active 
duty for a period of more than 180 days 
or who was discharged or released from 
active duty for a service connected dis­
ability, shall be immediately eligible, 
upon discharge, for participation in a 
project under § 99.40 (a) (2) and (b) (1) 
of this Part without regard to the 15 
weeks unemployment requirement which
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would otherwise pertain (38 U.S.C. 
2013) : Provided, The veteran has not ob­
tained permanent, unsubsidized employ­
ment between the time of discharge and 
the time of application for participation 
in Title VI.

(b) In order to be eligible pursuant to 
§ 99.40(b) (2), an individual shall be:

(1) (i) A person who has been unem­
ployed for at least 30 days, as defined in 
§ 94.4 (hhh), prior to application, or who 
is underemployed, as defined in § 94.4 
(fff), and who meets the residence re­
quirements of § 99.38, is eligible pursuant 
to § 99.40(b) (2). Thè term residence is 
defined in § 96.27(f) of this subtitle; or

(ii) A person who has been unem­
ployed for at least 15 days, as defined in 
§ 94.4(hhh), except for the provision of 
§ 94.4 (hhh) (3), prior to application, or 
who is underemployed, as defined in 
§ 94.4 (fff) and who meets the residence 
requirements of § 99.38, is eligible for a 
job funded under § 99.40(b) (2) in areas 
of excessively high unemployment.

(2) A veteran who has served on active 
duty for a period of more than 180 days 
or who was discharged or released from 
active duty for a service connected dis­
ability, shall be immediately eligible, 
upon discharge, for participation in an 
activity under § 99.40 (a) (1) and (b) (2) 
without regard to the 15- or 30-day 
unemployment requirement which would 
otherwise pertain (38 UJS.C. 2013) : Pro­
vided, the veteran has not obtained per­
manent, full-tune unsubsidized employ­
ment between the time of discharge and 
the time of application for participation 
in Title VI.

(3) A person participating in a public 
employment program under a  Section 5 
or Section 6 grant funded by the Emer­
gency Employment Act (ÉEA) may be 
transferred into an activity under § 99.40 
(b) (2) , in order to provide for the or­
derly phaseout of the EEA grant, if he/ 
she met the requirements of § 99.38 at 
the time his/her entry into EEA, and 
provided that maximum efforts have 
been made to place such an individual in 
unsubsidized employment or training.

(4) Title I, Title II, Title IV, section 
302, and section 303 participants under 
the Act, and participants under Title X 
of the Public Works and Economic De­
velopment Act, who are enrolled in Titles 
I l  or VI activities funded through the De­
partment may be transferred pursuant 
to § 99.40(b) (2) only if they met the re­
quirements of paragraph (b) (L) of this 
section at the time of their entry into 
the program from which they are being 
transferred, and if maximum efforts 
have been made to place such individuals 
in unsubsidized employment, or training 
(sec. 105(a)(2)).

(5) A person participating in a WIN 
public service employment program un­
der Part G, Title IV, of the Social Secu­
rity Act, who leaves or is removed from 
a public service employment position, 
shall be treated in the same manner as 
any other such applicant with respect to 
eligibility pursuant to § 99.40(b) (2) :

(i) If such an individual is still receiv­
ing cash welfare payments, that individ­
ual meets the definition of unemployed
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for this title, and is immediately eligible 
if the individual also meets the require­
ments of § 99.38.

(ii) If the individual is no longer re­
ceiving welfare payments, that individ­
ual must meet the standard eligibility 
critçria for paragraph (b) (1) of this sec­
tion.

(c) The following requirements are 
applicable in the selection process of 
participants for all jobs and activities 
filled under Title VI:

(1) The selection of participants shall 
be made in accordance with the provi­
sions of § 96.25 of this subtitle.

(2) A person who obtains permanent, 
full-time unsubsidized employment after 
application shall no longer be considered 
eligible for Title VI, unless even with 
such full-time employment, an appli­
cant pursuant to § 99.40(b) (2) still meets 
the requirements of paragraph (b) (1) 
of this section.

(3) Citizenship may not be used as a  
criterion to prevent persons from par­
ticipating in a program under Title VI. 
However, program participation shall be 
limited to nationals of the United States 
and aliens who have been accorded the 
privilege of residing in the United States 
as lawful permanent residents or are 
otherwise legally available formwork in 
the United States.

(4) While the selection of eligible full­
time students for participation in pro­
grams funded under Title VI is not pro­
hibited, prime sponsors should exercise 
caution in providing for such participa­
tion and should provide for such partic­
ipation only in accordance with these 
regulations. Prior to providing for such 
participation, prime sponsors should give 
special consideration to those persons 
most severely disadvantaged in terms of 
the length of time they havë been un­
employed and their prospects for finding 
employment without assistance under 
Title VI.

(5) A participant in a Title VI pro­
gram may change jobs within a particu­
lar prime sponsor’s or program agent’s 
jurisdiction without reestablishing eligi­
bility pursuant to paragraphs (a) or (b) 
of this section, but may not be employed 
in a job or activity for any other prime 
sponsor or program agent without again 
establishing eligibility pursuant to para­
graphs (a) or (b) of this section.

(6) The provisions of § 96.28 and 
§ 96.36, special consideration for most 
severely disadvantaged persons and 
groups to be provided special consider­
ation, shall apply to programs funded 
under Title VI.

(7) The significant segments of a 
prime sponsor’s population shall be 
served on an equitable basis, as provided 
in § 96.29 of this subtitle. In selecting 
individuals eligible pursuant to para­
graphs (a) of this section, the require­
ments of paragraph (a) (3) of this sec­
tion are in addition to serving signifi­
cant segments equitably.

(d) Prime sponsors may transfer Title
VI participants into Title n  without re­
gard to the 30 day period of unemploy­
ment requirement (sec. 4(a)(1)(B) of 
Pub. L. 94-444). *
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§ 99*43 Vertification o f participant eligi­
bility.

(a) A prime sponsor is responsible for 
assuring the eligibility of all participants 
under Title VI. The eligibility require­
ments of paragraphs (i), (ii), (iii), and
(iv) of § 99.42(a) (1) of this Part are 
verifiable. Prime sponsors shall be liable 
for any payments made to participants 
determined ineligible during program 
audits or reviews or otherwise. Decisions 
on whether to verify eligibility and on 
the method of verification rest with the 
prime sponsor except as provided in 
paragraphs (b) and (c) (3) below.

(b) f o  facilitate the rapid implemen­
tation of this program, the prime spon­
sor may enroll without prior verification, 
applicants who attest to their eligibility. 
Within 60 days of these participante’ 
enrollment, the prime sponsor shall ob­
tain written verification of their eligibity 
from the State employment security 
agencies (SESAs) and/or welfare agen­
cies. Participants who are found to be 
ineligible shall be terminated immediate­
ly and the prime sponsor shall not be 
liable for wages and benefits paid to 
these participants prior to the receipt of 
the written verification.

(c) In order to protect their liability, 
prime sponsors are encouraged to de­
velop arrangements and procedures for 
the verification of participants as fol­
lows:

(1) Arrangements, Including cooper­
ative agreements, with SESAs for the 
verification of individuals whose appli­
cations indicate th a t they qualify pur­
suant to paragraphs (i), (ii), and (iii) 
of § 99.42(a) (1) of this Part; and

(2) Arrangements with public welfare 
agencies for the verification of individ­
uals whose applications indicate that 
they qualify as an AFDC recipient 
(§ 99.42(a)(1) (iv) ) .

(3) To the extent that there are ar­
rangements pursuant to paragraphs (c)
(1) and (2) of this section and these ar­
rangements are described in an approved 
grant, the prime sponsor shall not be re­
sponsible for verifying those eligibility 
requirements covered in those arrange­
ments, nor shall it be liable for any costs 
resulting from its reliance on such 
arrangements.

(d) As unemployment compensation 
recipients approach their 15th week er 
their exhaustion status, SESAs will be 
informing them of their possible eligi­
bility for Title VI programs. Prime spon­
sors shall work with the SESA in the de­
velopment of arrangements for inform­
ing these individuals of their possible 
eligibility for available opportunities.
§ 99.44  Special considerations on selec­

tion.
In providing public service jobs and 

determining hours of work for individ­
uals eligible pursuant to § 99.40(a) (2) 
and 599.40(b)(1), each prime sponsor 
shall take into consideration the house­
hold support obligations of the individ­
uals and shall give special consideration 
to such alternative working arrange­
ments as flexible hours of work, shared 
time and part-time jobs, for participants

REGISTER, VOL. 42, NO. 50— TUESDAY, MARÇH

with particular needs, e.g., parents of 
young children, older persons, and hand­
icapped individuals (sec. 608(d)).
§ 99.45  Administrative staff selection 

and compensation.
(a) The Title VI administrative staff 

shall be selected and compensated in ac­
cordance with the provisions of § 96,35 
of this subtitle.

(b) When administrative funds are 
utilized to pay the wagés of supervisory 
personnel for projects, the promotional 
rights of existing employees to fill the 
supervisory positions shall be protected.

Subpart E— Administrative Provisions 
§ 99.70 General.

This subpart contains regulations on 
the administration of grants under Title 
VI of the Act. The regulations in this sub­
part reference the sections of Part 98 of 
this subtitle which apply to Title VI 
grants.
§ 99.71 Payments, financial manage­

ment systems and audit.
§§ 98.2 through 98.6 of this subtitle 

relating to payments, financial manage­
ment systems and audits apply to grants 
trader Title VT of .the Act (secs. 702(b), 
713).
§ 99.72  Reporting requirements.

(a) Section 98.7 of this subtitle shall 
apply to Title VI programs (secs. 702(12), 
713).

(b) Section 98.8 of this subtitle re­
quiring submission of the Program Status 
Report and Monthly Report shall apply 
to programs under Title VT. To assure 
the effective implementation of the pro­
gram and the least disruption during its 
phase-down, the Secretary may require 
the prime sponsor to submit Information 
on a more frequent basis.

(c) Section 98.9 of this subtitle re­
quiring submission of a Quarterly Sum­
mary of Participant Characteristics shall 
apply to programs under Title VI.

(d) Section 98.10 of this subtitle re­
quiring submission of a Report of Fed­
eral Cash Transactions shall apply to 
programs under Title VI.
§ 99.73 Reallocation o f funds.

(a) Irrespective of requirements under 
§ 98.11 of this subtitle, the RA may make 
such reallocation, as he deems appropri­
ate, of any amount of any allocation un­
der Title VI of the Act to the extent that 
he determines that an eligible applicant 
will not be able to use such amount with­
in a reasonable period of time.

(b) When the RA determines that a 
reallocation is appropriate, he shall give 
the grantee and the appropriate Gover­
nor 30-day notice of the proposed action 
to remove funds from the grant. Such no­
tice shall include the specific reasons for 
the action being taken.

(c) The grantee and the Governor 
will be invited to submit comments on 
a proposed reallocation of funds. These 
comments shall be submitted to the RA 
within 30 days from the date of the no­
tice. The RA shall notify the Governor 
and affected prime sponsors on any de­
cision to reallocate funds and shall have
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any such decision published in the Fed­
eral R egister.

(d) The procedures set out in this sec­
tion are in lieu of any other procedure 
which might otherwise be applicable un­
der § 98.40, et seq. of this subtitle.

(e) Any reallocation of funds shall be 
to an alternate éligible applicant to serve 
the same area or to eligible applicants to 
serve other areas. In reallocating such 
funds to serve other areas, priority shall 
be given first to eligible applicants 
within the same State and then to eligi­
ble applicants within other States, tak­
ing into consideration the number of eli­
gible unemployed individuals in those 
areas (sec. 606).
§ 99.74 Allowable Federal costs.

(a) Section 98.12 of this subtitle con­
cerning allowable Federal costs shall 
apply to Title VI grants. In addition, the 
cost of participants’ salaries and fringe 
benefits or the cost of allowances in areas 
of excessively high unemployment may 
include jobs on community capital im­
provement projects, which would not 
otherwise be carried out by the grantee 
or subgrantee, including the rehabilita­
tion, alteration, or improvement of pub­
lic buildings, roads, and other transpor­
tation facilities, health and education 
facilities, and other facilities for the 
improvement of the community in which 
the community capital improvement 
projects or will be located, but such 
funds shall not be used for public service 
employment in new building and high­
way construction work or in other work 
which inures primarily to the benefit of a 
private profitmaking organization (sec. 
604(b) (3) ). The costs of participants’ 
salaries and fringe benefits or the costs 
of allowances in areas of excessively high 
unemployment are allowable for partici­
pants engaged in construction, rehabili- 
tâtion, alteration, or improvment of 
water and waste disposal facilities which 
would not otherwise be carried out, in 
communities having populations of 10,- 
000 individuals or less which are outside 
the boundaries of a Standard Metropoli­
tan Statistical Area (as defined by the 
Bureau of the Census) (sec. 604(a) (3) ).
99.75 Grantee contracts and sub­

grants.
Section 98.27 of this title shall apply 

to Title VI grants, except that contracts 
and subgrants may not extend more 
than 6 months beyond the term of the 
grant.
§99.76 Allocations o f  allowable costs 

among program activities.
Section 98.13 of this subtitle shall ap­

ply to Title VI grants.
§ 99.77 _ Basic personnel standards for 

eligible applicants.
(a) Section 98.14 of this title shall ap- 

Piy to Title VI grants (sec. 703(14)).
(b) The basic personnel standards, as 

set forth in § 98.14 of this subtitle, shall 
apply only to an eligible applicant’s staff 
and not to program participants. How­
ever, in filing public service jobs funded 
under Title VI of the Act, eligible appli­
cants shall insure that applicable per­

sonnel procedures and collective bargain­
ing agreements have been met.
§ 99.78 Adjustments in  payments.

Section 98.15 of this subtitle shall ap­
ply to Title VI grants (sec. 702(b)).
§ 99.79 Termination o f grant and close­

out procedures.
Sections 98.16 and 98.17 of this sub­

title shall apply to Title Vi grants (sec. 
702(b)).
§ 99 .80  Retention o f records.

Section 98.18 of this subtitle shall ap­
ply to Title VI grants (sec. 703(a) (12) ).
§ 99.81 Program incom e and procure­

ment standards.
Sections 98.19 and 98.20 of this subtitle 

shall apply to Title VI grants.
99.82 Nondiscrimination, equal em­

ploym ent opportunities^ nepotism  
and restriction on political activities.

(a) Sections 98.21, 98.22 and 98.23 of 
this subtitle apply to Title VI programs 
(secs. 703(1), 710 and 712) ;

(b) Sections 98.24, 98.25, 98.26, 98.28, 
and 98.29 of this subtitle relating to gen­
eral benefits and working conditions, re­
tirement programs, procedures for re­
solving issues, nonfederal status of par­
ticipants, and Davis-Bacon Act provi­
sions, shall apply to Title VI programs.
§ 99.83 Assessment and evaluation.

Sections 98.30 through 98.34 shall ap­
ply to Title VI grants (sec. 703(14) ).
§ 99.84 ^Hearings and judicial review.

Sections 98.40 through 98.49 of this 
subtitle shall apply to. Title VI grants 
(except as otherwise provided in this 
p a rt).
Subpart F— Special Conditions for Grants 

to Indian Tribes and Alaskan Native 
Villages

§ 99.90 General.
This subpart contains special condi­

tions for grants under Title VI of the 
Act to Indian tribes on Federal and State 
reservations, recognized tribes in the 
State of Oklahoma, and Alaskan Native 
Villages in the State of Alaska. To the 
extent that any provisions of this subpart 
differ from any other provision of this 
part, the provisions of this subpart shall 
govern. Otherwise, the requirements of 
this part 99 apply to programs under this 
subpart.
§ 9 9 .9 1  Grant responsibility.

The Division of Indian and Native 
American Programs in the Office of Na­
tional Programs shall have full responsi­
bility for all matters pertaining to funds 
allocated to eligible applicants as defined 
under § 99.90 above. For purposes of this 
subpart, all references to RA in this Part 
99 shall be read as Director, Division of 
Indian and Native American Programs.
§ 99.92 Distribution o f  funds.

Funds for use under this subpart shall 
be not less than 2 percent of all funds 
appropriated for Title VI programs. Such 
funds shall be allocated among the desig­
nated prime sponsors on the basis of the

14299

prime sponsor’s Indian and Alaskan Na­
tive rate of unemployment compared to 
the rate of unemployment in ¡all eligible 
areas. In making such allocations, the 
Secretary shall use the best data avail­
able. Within prime sponsors which are 
consortia, the Secretary shall allocate 
funds among the member reservations on 
the basis of identifiable areas of high 
unemployment. To the extent feasible, 
a nonconsortium prime sponsor shall 
allocate funds within its area on the 
basis of identifiable areas of high 
unemployment.
§ 99.93 Eligibility for funds.

Indian tribes on Federal or State res­
ervations, recognized tribes in Oklahoma 
and Alaskan Native villages shall be eli­
gible for Title VI funds provided they 
meet the requirements of § 96.42 of this 
subtitle, except that recognized tribes in 
Oklahoma and Alaskan Native villages 
are exempt from the Federal or State 
reservation requirement.
§ 99.94  Funding o f prime sponsors.

(a) A prime sponsor, if necessary, shall 
update its Preapplication for Federal 
Assistance (SF—424) to include a request 
for funding pursuant to Title VI of the 
Act. An eligible applicant which has not 
previously submitted a Preapplication 
shall comply with § 97.111 of this sdbtitle.

(b) A consortium, if necessary, shall 
amend its consortium agreement to in­
sure that it covers activities funded 
under Title VI of the Act.

(c) Funds made available pursuant to 
Title VI shall be included in existing Fis­
cal Year 1977 grants via a modification 
if appropriate. If new grants are exe­
cuted, they shall be for a period not to 
exceed 12 months.

(d) The Title VI modification of the 
new grant shall consist of the Employ­
ment Plan and the Grant Sheet. New 
grants shall also include appropriate As­
surances and Certifications. The Employ­
ment Plan shall consist of;

(1) A full narrative description of the 
program;

(2) A program planning summary;
(3) A budget information summary;
(4) An occupational summary;
(5) A program summary; and
(6) A monthly plan.

§ 99.95 Participant eligibility.
Indian and Alaskan Natives who meet 

the eligibility and residency requirements 
of this part shall be eligible to partici­
pate in programs funded under Title VI.
§ 99.96 Comments and publication pro- ' 

cedures relating to submission o f ap­
plication for funding.

Each eligible applicant shall provide 
an opportunity for comment on its Title 
VI plan as set out in § 97.115 of this 
subtitle.
§ 99.97 Planning process; advisory 

councils.
Eligible applicants shall utilize in 

their planning process the services of 
their planning councils authorized un­
der § 97.113 of this subtitle, In addition*
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the provision of § 99.41 shall apply to the 
project application approval process.
§ 99.98 Travel requirements.

Travel regulations for grantees under 
this subpart shall be those at § 97.161(f)
(7) of this subtitle.
§ 99.99 Nepotism and conflict of inter­

est.
(a) No prime sponsor, subgrantee or 

contractor shall hire, or permit the hir­
ing of, any person in a staff position, nor 
shall they accept any person as a par­
ticipant, if a member of the person’s im­
mediate family is employed in an admin­
istrative capacity by the prime sponsor, 
subgrantee or contractor. For the pur­
poses of this section, the term “immedi­
ate family” means wife, husband, son, 
daughter, mother, father, brother, and 
sister. The term “staff position” includes 
all positions such as instructors, coun­
selors, administrators, and suppliers of 
training and services. The term “em­
ployed in an administrative capacity” in­
cludes those persons who have overall

administrative responsibility for a pro­
gram, including: All elected and ap­
pointed officials who have any responsi­
bility for the obtaining of and/or ap­
proval of any grant funded under this 
subpart as well as other officials who 
have any influence or control over the 
administration of the program, such as 
the project director, deputy director and 
unit chiefs; and persons who have selec­
tion, hiring, placement, or supervisory 
responsibilities for public service em­
ployment participants. The Secretary 
may waive this requirement if adequate 
justification is received that no other 
persons within the subgrantee’s juris­
diction are eligible and available for 
participation or employment by the 
prime sponsor.

(b) Where a tribal policy regarding 
nepotism exists which is more restrictive 
than this policy, the prime sponsor shall 
follow the tribal rule.

(c) Each prime sponsor shall èstab- 
lish safeguards to prohibit employees 
under the grant, board members, or

tribal council members from using their 
positions for private gain for themselves 
or others with whom they have family, 
business or other ties.
§ 99.100 Non-discrimination ; political 

activities.
Sections 98.21 and 98.23 shall be appli­

cable to programs under this subpart 
except to the extent that those provi­
sions conflict with 42 U.S.C. 2000e(b).
§ 99.101 Subgrants.

In addition to the requirements con­
cerning subgrants, Indian tribes may 
require that subgrantees agree, to the 
maximum extent feasible, to hire as staff 
qualified Indians in accordance with 42 
U.S.C. 2000e-2(i) .

Signed in Washington, D.C., this 7th 
day of March, 1977.

R obert J. McConnon, 
Deputy Assistant Secretary 

for Employment and Training.
|F R  D oc.77-7591  Piled 3-14-77;8:45 am]
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would you 
like to know

if any changes have been made in 
certain titles of the CODE OF 

FEDERAL REGULATIONS without 
reading the Federal Register every 

day? If so, you may wish to subscribe 
to the “Cumulative List of CFR 

Sections Affected,” the “ Federal 
Register Index,” or both.

Cumulative List of CFR Sections Affected
$ 10.00
per year

The "Cumulative List of CFR Sections 
Affected" is designed to lead users of 

the Code of Federal Regulations to 
amendatory actions published in the 

Federal Register, and is issued 
monthly in cumulative form. Entries 

indicate the nature of the changes.

Federal Register Index $8.00 
per year

Indexes covering the 
contents of the daily Federal Register are 
Issued monthly, quarterly, and annually. 

Entries are carried primarily under the 
names of the issuing agencies. Significant 

subjects are carried as cross-references.

A finding aid is included in each publication which lists 
Federal Register page numbers with the date of publication

in the Federal Register,

¡ Note to FR Subscribers: FR Indexes and the 
"Cumulative List of CFR Sections Affected” will continue 
to be mailed free of charge to regular FR subscribers.
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Mail order form to:
Superintendent of Documents, U.S. Government Printing Office, Washington, D.C. 20402
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14302 RULES AND REGULATIONS

Title 21— Food and Drugs
CHAPTER I— FOOD AND DRUG ADMINIS­

TRATION, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

[Recodification Docket No. 15; Docket No.
76N-0501J

SUBCHAPTER B— FOOD FOR HUMAN 
CONSUMPTION

REORGANIZATION AND REPUBLICATION
The Pood and Drug Administration 

(PDA) is reorganizing and republishing 
certain sections of the general regula­
tions together with the human food reg­
ulations under its jurisdiction, effective 
March 15,1977.,

The Commissioner of Pood and Drugs, 
for the purposes of establishing, an or­
derly development of informative regu­
lations for the Food and Drug Adminis­
tration, furnishing ample room for 
expansion of such regulations in years 
ahead, and providing the public and 
affected industries with regulations that 
are easy to find, read, and understand, 
has initiated a recodification program 
for Chapter I of Title 21 of the Code of 
Federal Regulations.

This is the fifteenth document in a 
series of recodification documents that 
will eventually include all regulations 
administered by FDA; this document in­
corporates certain general regulations 
applicable to human food formerly under 
Subchapter A into the newly organized 
Subchapter B but does not set forth 
those regulations administered by the 
Environmental Protection Agency under 
Part 193. The full text of Part 193, trans­
ferred from Part 121, was set out under 
Part 123 in the tenth recodification docu­
ment published in the F ederal R egister 
of March 28, 1975 (40 FR 14156); Part 
123 was subsequently transferred to Part 
193 by publication in the F ederal R eg­
ister of June 28, 1976 (41 FR 26565).

The fourteenth recodification docu­
ment, published in the F ederal R egister 
of September 10, 1976 (41 FR 38618), 
transferred § 1.16 and all of Subpart C 
of Part 121 to Subchapter E—Animal 
Drugs, Feeds, and. Related Products. 
Upon publication of this fifteenth recodi­
fication document, all regulations con­
cerning human food now appear under 
reorganized Subchapter B (Parts 100 
through 199). The fourteenth recodifica­
tion document also transferred all other 
animal food regulations from old. Sub­
chapter B to Subchapter E tParts 500 
through 599): At that time, separation 
of regulations concerning animal food 
from those on human food necessitated 
some duplication (with changes for edi­
torial clarification) of certain sections 
in Subchapter B and Subchapter E. The 
reader will find all the other “old sec­
tions” listed in the redesignation table 
appearing in the preamble to the Sep­
tember 1976 recodification listed again 
in the redesignation table below, reflect­
ing their position in Subchapter B num­
ber-keyed, as far as practicable, to their 
section number in Subchapter E (e.g., 
§ 1.7, as applicable to animal food, was 
redesignated as § 501.1 and, as applicable 
to human foods, is redesignated below as 
§ 101.1) .

c
Changes in the food additive number­

ing system in this recodification have 
been made in an effort to provide a  com­
prehensive system to solve the problems 
of clarity and accessibility. The Commis­
sioner invites suggestions for further im­
provement to make the food additive reg­
ulations clear and readily accessible to 
the reader.

The following table shows the rela­
tionship of the CFR section numbers 
formerly under Subchapter A and those 
sections being redesignated under the re­
organized Subchapter B and under Sub- 
chapter E. This conversion table includes 
all changes made by FDA recodification 
documents numbered 14 and 15.

NewOld section New human section animal
section1

1.7___________..... _____________101.1________1.8___________________ _____________  101.3__1.8a__________________ _____________101.5________1.8b_________________ _____________101.105-,1.8c__________________ _____________101.8___1.8d_________________ _____ 101.2___1.9________ _____ 101.15--1.10_______ _____ 101.4___1.10a______ _____________101.100--1.10b______ _____ 101.103, -1.12_____ !.._____________  101.22--1.13__________________ _____________101.17. -1.15__________________ _____________101.18--1.16__________________ _____________N A __________1.17------------------- _____________101.9________1.18__________________ _____________101.25-3.2................ ... ................. _____________  100.150-.3.5____________________ _____________  100.135-,3.17______________ ___ _____________  166.40-_ _3.19__________________ _____________133.10--3.20_______ _________ _____________  100.160..3.23__________________ _____________101.35--3.24__________________ _____________  100.145-,3.31__________________ _____________  100.140,.3.38__________________ ___________  161.30--3.51___________ 101 33
3.69__________________ _____________  100.120-,3.72__________________3.87__________________ _____________  100.1553.88__________________ _____________  101.6______3.93_________________ ________109.15--3.202________________ _____________101.29--3.206________________ _____________131.25--3.207______ _____ 101.10— -
1 0 . 1 __________________ _____ 130.3___10.2___ _____ 130.5___10.3______ _____ 130.8___10.4_________________ _____________  130.20--10.5________________ _____________130.17--10,6_________________ _____________130.12---
10.7__________________ _____________130.14. -10.8____________ _____________130.6________11.1__________________ _____________103.5________11.2._______________ _____________103.3_________11.5_________________ _____________  103.23. -
11.6------------------- _____________  103.29. -11.7__________________ _____________  103.35-.-14.1__________________ _____________163.110-_14.2_________j— . _____________163.111- -14.3______________: _____ 163.112-,14.4_________________ _____________163.113-_14.5_________________ _____________163.114-.14.6_________________ _____________  163.123--14.7__________________ _____________  163.130-,
14.8_________________ _____  163.140--14.9________________ _____________  163.135. .
14.10________________ _____________  163.145-_14.11 ______ _____________  163.153--
14.12.................... - _____  163.150-,14.13______ _____  163.155--14.14______ _____ 163.117-.15.1_______ _____  137.105-.15.10______ _____  137.165. -
15.20______ _____  137.155-,
15.30______ _____________  137.160,.15.40________________ _____________  137.220-,15.50________________ _____________  137.180-.15.60________________ — ................ 137.185. .15.70........................- _____________  137.175. .
15.75________________ - ................... 137.170. .15.80________________ _____________  137.200. .
15.90. - ............... - _____________  137.205..15.100______________ .......................... 137.225, .15.110______________ _____________  137.195.
15.120_______ -  - ___________  137.190--
15.130........................... .........................  137.300. -
15.140______ ...  137.305. .
15.150______ _____  137.320.
15.500______ _____  137.250..
15.501______ _____  137.275..

501.1501.3 501.5501.105501.8501.2501.15501.4 501.100 501.103501.22501.17501.18 501.110
NA
NA
NA
NA
NA
NANA
NA
NA
NA
NA
NA
NA
NA
NA
NA509.15 
NA 
NA NA564.3564.5564.8 564.20 564.17 564.12 564.14564.6 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA­
NA 
NA 
NA 
NA 
NA NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA NA 
NA NA 
NA 
NA 
NA

Old section NewNew human section animal section1

15.502___________  137.255...15.503___________  137.280..15.504__________ _ 137.265—15.505... .......  137.285— ,15.506___________ 137.270— ,15.507___________  137.290— ,15.508___________ 137.211— ,15.509___________ 137.215— ,15.510___________  137.230— ,15.511___________  137.245..-.15.512___________  137.240-..,15.513... _______  137.260__15.514____-------  137.235-..,15.525___________  137.350...,16.1_____ _______ 139.110...16.2..... _______  139.120 . .16.3..... _______  139.138— ,16.4_____ ________  139.140— ,16.5___— _______  139.125,. .16.6_____ _______ 139.150..-16.7_____ ..._____  139.180__16.8_____ _______  139.160,.-,16.9_____ _______ 139.115— ,16.10____________  139.155__16.11____________  139.135.. .16.12____________  139.165— ,16.13____________  139.121.16.14____________ 139.122,...16.15. ____ _______  139.117.-,17.1.-.*— .!_____  136.3____17.10____________  136.110— ,17.20____________  136.115— ,17.30____________  136.130— ,17.40____________  136.160— ,17.50____________  136.180..-,17.60-____ _______  136.165.— ,18.1_____ .... ...131.3.. -,18.2_____ _______  131.110-.-18.10____________  131.135- —18.20____________  131.145- —18.30____________  131.180. ...18.501_______=___ 131.155. . .18.511...._______  131.157- —18.515___________  131.150.—18.520.__________  131.130-.-18.525________ ... 131.115-.-18.530___________  131.120. —18.540___________ 131.125...18.545___________  131.127.—18.550___________ 131.160__18.555____...- 131,162.—18.560____ _______ 131.185.18.565___________  131.187.—18.570____. ______ 131.164.—18.575___________ 131.189.—19.499___________ 133.3_____19.500____......- 133.113__19.502____ ______  133.114__19.503____. ______ 133.116--,19.505____.......  133.136__19.507___________  133.137. —19.510___________  133.118. —19.512___________133.119___19.513___________ 133.121.—19.515___________ 133.133__19.520----._______  133.162__19.525___________  133.129__19.530___________  133.128__19.531___________  133.131__19.535________ . . 133.144-—19.537____ _______  133,145__19.540.___ _______  133.195__19.542____ _______  133.196__19.543____ . _____  133.149__19.544____ _______  133.185....19.545____ . ______  133.108__19.547.___ _______  133.109__19.550____ _______  133.160--,.19.551____ _______ 133.161___19.555____19.560____ _______  133.142...
19.565____ _______  133.106__19.567____ _______ 133.141___
19.569____ _______  133.164__
19.570____ ___ __  133.184__
19.575— ___.... ...  133.152__
19.580____ _______ 133.153__
19.585____ _______  133.154__
19.590____ ______  133.181__
19.591-___ ........ 133.111___19.595.... .......  133.165__
19.600____ _______  133.155__19.601____ ______  133.157.*...19.605____ ______  133.156__
19.606____ ______  133.158___19.610____ ......  133.183__
19.615—  -_______  133.102— --
19.620____ ... 1____  133.103__
19.625____ _______  133.104__
12,635____ ____ . 133.127_____19.637____ _______  133.186___
19.639____ _______ 133.140__
19.650.____ ......  133.150___
19.655 ....... 133.187___19.660____ _______ 133.188___

See footnotes at end of table.

NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
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NA 
NA 
NA 
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NA 
NA 
NA 
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NA NA NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA NA 
NA 
NA 
NA 
NA 
NA

FEDERAL REGISTER, VOL. 42, NOT 50— TUESDAY, MARCH 15, 1977



RULES AND REGULATIONS 14303

Old section New human section New animal section 1

19.665..........- ...... .. 133.182............ ...I. NA
19.670.......... .. 133.190__________ NA
19.675................... . 133.191............ ......... NA
19.680________ .. 133.148__________ NA
19.685.—...... ...... . 133.189__________ NA
19.750-------------- . 133.169__________ NA
19.751................... .. 133.167.. _________ NA
19.755______  - 133.170__________ NZ
19.760_____x........ .. 133.171___ _ ___ NA
19.763..... ......... - . 133.168__________ NA
19.765________ -  133.173.......... ........... NA
19.770......... ...... . 133.174__________ NA
19.775.......—....... .. 133.179__________ NA
19.776_____ ____ .. 133.175.. ______ NA
19.780_________ . 133.180__________ NA
19.781__ _______ -  133.176.. _______ NA
19.782.1________ 133.134___________________________ NA
19.783....________— - -  133.178___________________________ NA
19.785_________ 133-123 NA
19.787.........................................- 1. 133.124. — ____________________ NA
19.788________________________ 133.125............ - x ________ NA
19.790________________________ -  133.147.__________ NA
19.791......... ......... .  133.146__________ NA19.792________ 133.193__________ NA
2 o . i............ . . . __ . .  135.30___________ NA
20.2..................... ... ................ -  135.10.......................  ................... NA
20.3_________________ _________ 135.40. ________________________ NA
20.4____________________________ - 135.20_____________________________ NA20.5................. ................ ... ................ -  135.90-___________________________ NA
20.6__________________________ _ -  135.65__________ ___________________ NA
20.7____________ _________ — -  135.70_____________________________ NA
20.8__________________________ -  135.50.___________________________ NA
22.1____________________________ . .  169.3_______________________________ NA
22.2............................................ ... .  169.175___________________________ NA
22.3____________________________ -  169.176___________________________ NA
22.4...................................................... . .  169.177______ —  ____________ NA
22.5___________________ ________ —  169.178--.______________________ NA
22.6________________________ _ .  169.180___________________________ NA
22.7__  ____ .  169.181. .  _______ NA
22.8___________ -  169.179__________ NA
22.9................................ 169.182........1______ NA
25.1...... ..................................... . .  169.140................................................... NA
25.2...................................................... 169.115.......................................... ... NA
25.3................................. .................... . .  168.150................................. .................... NA
26.1__________ __________ _ . .  168.111___________________________ NA26.2...................................................... -  168.110........................... .................... 1 NA
26.3..................................................... . .  168.120....................... .............................. NA26.4................ ...... . .  168.121............ .................... ...... NA
28.5............................................ _ .  168.122.................................... ............. NA27.1..................................... -  145.3_______________________________ NA
27.1 except (g) 146.3.............................................. ... NAthrough (n) and

to) (1) and t4).27.2...................... . .  145.170(a)................ ....................... ... NA
27.3..................................— . .  145.170(b)................ ....................- NA27.4........................................ . .  145.170(c).........................................- NA
27.5...................... . .  145.173.................... x NA
27.6............. .........-  145.171....... ................. ................ NA
27.10................................................... . .  145.115(a)............................................ NA
27.11_______.............................. . .  145.115(b)........................................ ... NA27.12.................... .. .  145.115(c)__________ ____________ NA
27.13................................................ . .  145.118___________________ . . . NA27.14___________________________ . .  145.116___________________________ NA
27.15..................................................... .  145.190................... .................................. NA
27.20..................................... ............... . .  145.175(a)________ ________ — NA27.21..... .......... . .  145.175(b)................ .................... ... NA
27.22................................................... . .  145.175(c)__________ ____________ NA
27.23............. ..................................... -  145.178................................. .................... NA27.24............................ . .  145.176___________________________ NA
27.25................................................... _ .  145.140_________________________ _ NA
27.30.......................................... . .  145.125(a)________ NA
27.31........................... ... . .  145.125(b)—- ....... . NA27.32............................... . .  145.125(c)......... .................... NA
27.33__________________________ -  145.128______ ________ ____________ NA.27.34________ _ . .  145.126...................................................... NA
27.35__________ ___________ . .  145.120___________________________ NA
27.40___________________________ . .  145.135(a).............................- NA
27.41________________ . .  145.135(b)______________________ NA
27.42______ . .  145.135(c)._________________ - NA
27.43........................... . . .  145.136_________________ __________ NA
27.45___________________________ . .  145.185(a)........................... ................ NA
27.46_____ . .  145.185(b)......... .................... NA
27.47__________ . .  145.185(c)............ ... NA
27.50..... ..................................... -  145.180(a) .................................- NA
27.51.................................... . .  145.180(b)...... ............ NA
27.52____ . .  145.180(c)______ — - NA
27.54......... .......... . .  146.185(a)............................ NA27.55................ . .  146.185(b)______________________ NA
27.56...................................... . .  146.185(c)......................................... NA
27.57................... . .  145.181____________________________ NA
27.60_______________ 146.187___________________________ NA
27.70................. .................................. 145.130_________________ __________ NA27.71__________ . .  145.134................ .................... ................. NA27.73.............................. . .  145.131____________________ _ NA27.80_________________ ___ . .  145.110(a)__________ ____________ NA27.81__________ . .  145.110(c)................. .......................... NA27.90_______ . .  145.145(a)______________________ NA27.91______________ -  145.145(b)____ __________ NA27.92........... . .  145.145(c)......... ......... NA27.99___ . .  146.115__________ NA
27.100___ . .  146.125....'—........... NA27.101.. . . .  146.120__________ NA27.102__ 146.126. NA27.103.. . .  146.121______________ - NA

See footnotes at end of table.

Old section New human section
New animal 

section 1

27.105...................... 146.135__________ NA
27.106_________ ... 146.137__________ NA
27.107_________ ... 146.140__________ NA'27.108.................... 146.141_________ NA27.109_____ ___ _... 146.146__________ NA
27.110......... ......... ... 146.150— _______ NA
27.111............. . ... 146.145_________ _ NA27.112..._______... 146.151 NA
27.113............ ...... ... 146.152__________ NA
27.114_________ ... 146.153_______ ___ NA27.115................. ... 146.154__________ NA27.125....... - i ...... .. 146.133__________ NA
27.126.________ .. 146.113__________ NA
27.127..... ............ __ 146.110__________ NA
27.128............... . .. 146.111__________ NA
27.131___ ___ _ .. 146.130__________ NA
27.150_________ ... 146.168__________ NA
27.151_________ .. 146.169__________ NA
27.152_________ _. 146.170__________ NA
27.153.. _____ -  146.171__________ NA
27.154_________ ._ 146.172__________ NA
27.155_________ _ 146.175_____ _____ NA
27.156_________ -  146.176__________ NA
27.157_________ ... 146.177__________ NA
27.158_________ ._ 146.155__________ NA
27.159_________ _. 146.156__________ NA
27.160_________ -  146.158__________ NA
26.161_________ ._ 146.159__________ NA
27.162______ ..... ... 146.160__________ -NA
27.163_________ ... 146.161__________ NA
27.164_________ ... 146.163__________ NA
27.165_________ .— 146.164__________ NA
27.166_________ . 146.165__________ NA
27.167. _________ -  146.166__________ NA
27.168_________ -  146.167__________ NA
28.1___________... 152.126(a)________ NA
28.2.________ _ ... 152.126(b)________ NA
29.1__________ ._ 150.110__________ NA
29.2______ ____... 150.140______ ____ NA
29.3___________ -  150.160__________ NA
29.4___________... 150.141____ ______ NA
29.5___________ __ 150.161__________ NA
30.1---------------- ... 168.180__________ NA
30.2---------------- ._ 168.140...________ NA
30.3___________ _. 168.130__________ NA
30.4-.— _____ _. 168.160__________ NA
31.1___________ _. 165.175__________ NA
36.3. — _______ .. 161.173(c)____ A.. . - NA
36.5__________ ._ 161.145(a).__ _____ NA
36.6__ ________ . 161.145(c)___ _____
36.10__________ .. 161.130________ ... NA
36.11__________ .. 161.131__________ NA
36.12............... . .. 161.132______ ____ NA
36.13_____ ___ _ -  161.133__________ NA36.14______ ___ .. 161.134............... . NA
36.15....:______ .. 161.135 — _______ NA
36.16............... ........ 161.136___ ______ NA36.17 — ............... .. 161.137__________ NA
36.18....................... 161.138.___ ______ NA
36.19.......— ........... 161.139..................... NA36.20................ .. 161.140...... ...... ....... NA
3630.......... ....... ... 161.175........ ......... . NA
36.31..... ............ ... 161.176................. . NA
37.1......... ............... 161.190(a)............. . NA
37=3_______ ___ ... 161.190(c)________ NA37.10.............. . ... 161.170(a)...... .......... NA
37.12__________ ... 161.170(c)............... NA
42.1.___ ______... 160.100__________ NA42.10.................. .... 160.115_______ ___ NA42.20—________ ... 160.110..................... NA42.30—.............. . ... 160.105............. ....... NA42.40......... .......... ... 160.180................. . NA42.50..._______ ... 160.190__________ NA42.60__________... 160.185__________ NA
42.70__________... 160.140........... ......... NA
42.71........ ....... —... 160.150____ _____ NA42.72__________... 160.145__________ NA
45.1_______ ___... 166.110.................. NA
46.1__________ ... 164.150__________ NA46.51..... ......... . ... 164.110_______ ___ NA46.52.................... ... 164.120(c)________ NA
50.1..................... ... 158.3_______ ___ _ NA50.2__________ ... 158.170(a)................ . NA
50.3.____ _____ ... 158.170(b)________ NA51.1____ ___ _ ... 155.170(a)________ NA51.2...___ ____ ... 155.170(b)________ NA
51.3____:______... 155.170(c)________ NA51.4..... ............ ... 155.172(a)._______ NA
51.5—.................. ... 155.172(b)_____ ___ NA
51.6......... ........... ... 155.172(c)..... ........... NA
51.10—.................... 155.120(a)____ ___ NA
51.11__________... 155.120(b)________ NA
51.20__________... 155.130(a)......... ....... NA
51.21.................. ... 155.130(b)................ NA
51.22...'.............. ... 155.130(c)........ ........ NA
51.30........ ............... 155.131(a)................. NA
51.32_______ .... ... 155.131(c).................. NA
51.503.............. ... 155.201(c)........ ........ NA
51.990_________ ... 155.200__________ NA
53.1..................... .— 156.145.................... NA
53.5......................... 156.147...... ............. ' NA
63.10........ ............... 155.194.................... . NA
53.20____ _____ ... 155.192...... .............. NA
53.30..... .................. 155.191.................... NA

Old section New human section New animal 
section 1

53.40.___ ______ 155.190(a)............... NA53.41......... ............. 165.190(b)___ ____ NA53.42..................... x 155.190(c)________ NA80.1.............. ....... 105.85.____ _____ NA85.1......... .............. 197.810__________ NA85.2___________- 197.812 _________ NA85.3........ ................ 197.820................... NA85.4__________ _ 197.825_________ NA85.5____ ____ :... 197.829................... NA85.6. l i . .................. 197.830........... ........ NA
85.7.................... . 197.840.......—....... NA85.8______ _____ 197.850_____ ____ NA85.9____________ 197.855_________ NA
85.10.___ ____ ... 197.860.................. . NA
85.11___________ 197.870__________ NA
85.12..... .................. 197.880__________ NA
85.13______ _____ 197.885....... ...... NA85.14______ ____ 197.815.................... NA85.16................. . 197.310____ ____ _ NA
85.17..... ................. 197.312__________ NA85.18—- '________ 197.320.................. . NA85.19_____ ___ _ 197.325__________ NA
85.20....................... 197.329__ —............ NA85.21....................... 197.330__________ NA85.22—............. . 197.340...... .......... NA
85.23_____ ______ 197.350.................. NA85.24....................... 197.355.................... NA
85.25___________ 197.360__________ NA85.26................ ....... 197.370_________ NA
85.27___________ 197.380___ ______ NA
85.28..... ................ 197.385.................... NA85.29........ ......... . 197.315............... NA
90.1..................... . 108.3................... 508.3
90.2—...................... 108.19.................... . • 508.19
90.3____________ 108.5..................... . 508.590.4.................... . 108.7__________ _ 508.7
90.5....... ............ 108.10....... ............. 508.1090.6____________ 108.6............. ......... 508.690.7 ....................... 108.12.......... ........... 508.12
90.20......... ............ 108.35....... ......... . 508.35
100.1...................... 104.5.................... . NA100.2............. . 104.19..................... NA
100.5............. ......... 104.47 —.................. NA102.1................... . 102.5....................... 502. 5
102.2............... ........ 102.19__________ 502.19
102.5___________ 102.54...... .............. NA102.6___ ________ 102.57............. ...... NA
102.7______ :......... 102.50.............. ...... NA
102.8....................... 102.47.......... .......... NA
102.9....... .............. 102.32..................... NA
102.10.............. — . 102.30.................... NA
102.11___ ___ ____ 102.26 —_________ NA
102.12...................... 102.28..................... NA
102.13___________ 102.39................... . NA
102.14..................... 102.45 —................. • NA
102.15...................... 102.49 —.......... ........ NA
102.16......... ............ 102.55..................... NA
102.17............ - ....... 102.41.......... ........... NA
102.19...................... 102.37............ ....... NA
121.1___________ 170.3. ___________ i 570. 3
121.2____________ 170.19__________ 570.19
121.3___________ 170.30............. ........ 570.30
121.4___________ 170.18..................... 570.18
121.5—- ________ 170.22...... ......... ..... 570.22
121.6___________ 170.20__________ 570.20
121.8___________ 170.10__________ NA
121.10__________ 170.45._________ NA
121.11___________ 170.6___ _______ 570.6
121.12........... ........... 170.50_________ NA
121.13___________ 170.60— ________ NA
121.14_________ _ 181.5__________i.121.40______ ...___ 170.35__ ________ 570.35121.41___________ 170.38__________ 570.38
121.51 except (k) and 171.1___________ 571.1

0).121.51 (k) and (1). 171.100__________ . 571.100
121.52...................... 171.7.__________ 571.7
121.53— ................ 171.6— 571.6
121.54..... ................ 171.102__________ . 571.102
121.55...................... 171.110__________ . ■ 571.110
121.72........ ............. 170,15__________ 570.15121.74___________ 171.130__________ . 571.130
121.75........ ............. 170.17__________ 570.17
121.101 except table 182.1___________ 582.1

in (d) and (e) through (i).
121.101(d)— _____ 182.1005___x_____ _ 582.1005

182.1009___ _____ . 582.1009
182.1033.................. . 582.1033
182.1045................. . .NA
182.1047.._______ NA
182.1057...... ............ . 582.1057
182.1061_________ . 582.1061
182.1069................. . 582.1069
182.1073............. ..... . 582.1073
182.1077................ . . 582.1077
182.1087........... ....... . 582.1087
182.1091......... ......... . 582.1091
182.1095____ ____ . 582.1095
182.1099_________ . 582.1099
182.1125_______ _ . 582.1125
182.1127................ . . 582.1127
182.1129.................. . 582.1129
182.1131_________ . 582.1131
182.1135_________ . 582.1135
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121.101 (d)______ 182.1137....... ......... 582.1137
182.1Í39____    582.1139182.1141___    582.1141
182.1143___   582.1143182.1155........... , ___ 582.1155
182.1165.. . . .......   582.1165
182.1180........    NA

* , 182.1191........    582.1191
182.1193______    582.1193
182.1195.........     582.1195
182.1199..  ..L.......   582.1199
182.1205.. . ......    582.1205
182.1207..........   582.1207182.1210........  . . .  582.1210
182.1217.. .______  582.1217
182.1235._________  582.1235

, 182.1240._________ 582.1240
182.1275.....    582.1275
182.1295......   NA182.1320.......  .... 582.1320
182.1324 __________ 582.1324
182.1355__________ 582.1355

i 182.1366.................... 582.1366
182.1400.. .......    582.1400
182.1425.....    582.1425
182.1428 __________ 582.1428
182.1431_______ —— 582.1431
182.1440'__________  NA182.1480___  .... 582.1480
182.1500 __________ 582.1500182.1516__________ 582.1516
182.1540._________  582.1540
182.1545____  NA182.1585_“Í_______  582.1585
182.1613__________  582.1613
182.1619__  —  582.1619
182.1625_______  '582.1625
182.1631.....    582.1631
182.1643 __________ 582.1643182.1655.. . .....  582.1655
182.1666—___    582.1666
182.1685.....  582.1685
182.1711...........    582.1711182.1721.......   582.1721
182.1736.....     582.1736182.1742__    582.1742
182.1745—___   582.1745
182.1748................... . 582.1748
182.1751_____ I...... . 582.1751
182.1763. .............. . .. 582.1763182.1775—-.____   582.1775
182.1778__      582.1778
182.1781______    582.1781
182.1792_____ _____ 582.1792
182.1804______    582.1804
182.1810__________  582.1810
182.1901................... -  582.1901
182.1911__ —______  NA182.1973.....    582.1973182.1975............... — 582.1975
182.1978 —............. . — 582.1978
182.2122.. . .............  582.2122
182.2227______   582.2227
182.2437 ....................  582,2437
182.2727...........    582.2727
182.2729.. .....    582.2729
182.2906....... — 582.2906182.3013.. . .............  582.3013
SNA______   582.3021
182.3025........   NA182.3041.......    582.3041
182.3081...............   582.3081• . 182.3089....................  582.3089
182.3109................   582.3109
182.3149......    582.3149
182.8169—- ..............  582.3169
182.3173............. -__  582.3173
182.3189—____   582.3189
182.3221---.............  582.3221
182.3225____    582.3225
182.3280______ — 582.3280
182.3336......   582.3336SNA____________ 582.3490
182.3616 __________ 582.3616
182.3637.........   582.3637
182.3640.............-__  582.3640
SNA ....................  582.3660
182.3670_____     582.3670
182.3731.....   —  582.3731SNA........................  582.3733
182.3739_____   582.3739182.3766...... , ..... ......  582.3766
182.3784.....   582.3784
182.3795--.............   582.3795
182.3798 ....................  582.3798182.3845.....    582.3845
182.3862_____  — 582.3862
182.3890......... — 582.3890
182.4029__________  NA

' 182.4037__________ NA
182.4053__________ NA182,4101 —.............. -  582.4101
182.4105__________  NA182.4505 __________  582.4505
182,4521________ _ 582.4521

See footnotes at end of table.

New
Old section New human section animalsection 1

121.101 (d)_______ 182.4560__________ NA182.4666.. ._____  582.4666
182.5013—._______  582.5013
182.5017 __________ 582.5017
182.5049._________  582.5049
182.5065. — - . ___— „  582.5065
182.5118—_________ 582.5118
182.5145— —______ 582.5145
182.5159.. ._____  582.5159182.5191 —_______  582.5191
182.5195 __________ 582.5195
182.5201_____-____  582.5201
182.5210__________ 582.5210
182.5212. _________  582.5212
182.5217—_______ — 582.5217
182.5223 __________ 582.5223.
182.5230—________ 528.5230182.5245 __________ 582.5245
182.5250—________ 582.5250182.5252_________ _ 582.5252
182.5260__________ 582.5260'
182.5265__________ NAs NA____________ 582.5271
182.5273__ — ___  582.5273
182.5301__________ 582.5301182.5304 __________  582.5304
182.5306__________  582.5306
182.5308 __________ 582.5308
182.5311__   582.5311
182.5315 __________ 582.5315
182.5361_____   582.5361
182.5370 __________ 582.5370
182.5375____    582.5375
182.5381__________ 582.5381182.5406........   582.5406
182.5411........    582.5411
182.5431__    582.5431
182.5434.....  ----- 582.5434182.5443 __________ 582,5443
182.5446____     582.5446
182.5449______ ___  582.5449
182.5452— ;......    582.5452
182.5455________ ... 582.5455
182.5458_______  582.5458
182.5461____ -......... 582.5461182.5464,____    582.5464
182.5470.'_________  582.5470
182.5475 __________ 582.5475

v 182.5477...... ....... .--- 582.5477,
182.5530.. -...............  582.5530
182.5535—.................  582.5535
182.5580___-............  582.5580
182.5590 __________ 582.5590
182.5622 __________ 582,5622
182.5628 .. ................ - 582.5628
182.5634 __________  582.5634
SNA . - ; ...........  582.5650
182.5676_____   582.5676
182.5695 __________  582.5695
182.5697................ —. 582.5697182.5701__________ 582.5701
182.5772 __________ 582.5772
182.5778.. .______ 582,5778182.5835 __________ 582.5835
182.5875__ .. _____  582.5875
182.5878___   582.5878182.5881 — -.........  582.5881.
182.5890:_________  582.5890
182.5892—________  582.5892
182.5915-__________ 582.5915
182.5920 __________ 582.5920
182.5925 __________ 582.5925182.5930._________  582.5930
182.5933 __________ 582.5933
182.5936 __________ 582.5936

. 182.5945._________  582.5945
182.5950________ .... 582.5950
182.5953. J________  582.5953182.5985 .U________  582.5985
182.5988— _______  582.5988
182.5991__________ 582.5991
182.5994 __________  582.5994
182.5997____    582.5997
182.6033 __________ 582.6033

- 182.6085—_________  582.6085
182.6099 __________  582.6099
182.6185__________ 582.6185
182.6193 __________ 582.6193
182.6195._________  582.6195
182.6197 __________ 582.6197
182.6199______ :__  582.6199
182.6203 __________ 582.6203

¿ 182.6215 __________  582.6215
182.6219.. ______  582.6219
182.6285:_________  582.6285
182.6290___    582.6290
182.6386, ,________  582.6386
182.6611—____  582.6511
182.6625—________  582.6625
182.6751—'.______— 582.6751
182.6754.--________  582.6754
182.67571__    582.6757
182.6760______   582.6760
182:6769—________  582.6769

N e wOld section New human, section animal section 1

121.101(d) 182.6778 —_______ - 582,6778182.6787._________. 582; 6787182.6789..________ . 582.6789182.6801_________ . 582.680Í■ 182.6804_________ . 582.6804182.6807_____ ____ . 58216807 1182.6810._________- 582.6810182.6851_________ - 582.6851182.7115..________ . 582.7115182.7133_________ - 582.7133182.7187_________ - 582.7187182.7255_________ . 582.7255s NA.... - 582.7330’ NA___ _______ - 582.7333SNA._______ 582.7339SNA_____-_____ - 582.7343s NA...________ - 582.7349SNA___ ______ - 582.7351182.7610..._______ . 582.7610182.7724_________ - 582.7724121.101(e)(1)_____ -  182.10.._________ 582.10121.101(e)(2)—___ .. 182.20__________ 582.20121.101(e)(3)_____ -  182.30__________ 582.30121.101(e)(4)_____ -  182.40_________ _ . ■ 582.40121.101(e)(5)_____ -  182.50__________ 582.50121.101(f)_______ . NA____________ 582.80121.101(g)---------- -  182.60__________ 582.60121.101(h)______ 182.90________ — NA121.101 (i)__ _____ -  182.70_____ —___ NA121.102_________ . 182.99__ _______ 582.99121.104 except (g).-. 184.1 —_________ NA121.104(g)(1)_____ -  184.1490_________ . ■ NA121.104(g)(2)— —-  184.1660...--______ NA121.104(g)(4)_____ .. 184.1835_________ NA121.104(g)(5)------- __ 184.1343_________ NA121.104(g)(6)------- -  184.1021.,________ NA121.104(g)(7)------ - -  184.1733_________ NA121.104(g)(8)------- -  184.1317_________ NA121.104(g)(13)____ -  184.1282_________ NA121.104(g)(17)____ ._ 184.1333_________ NA121.104(g) (18)____ -  184.1351..________ NA121.104(g)(19)____ 184.1330_________ NA121.104(g) (20)____ -  184.1349_________ NA121.104(g)(21)......... .. 184.1699_________ NA121.104(g)(22)......... -  184.1271_________ _ - . NA'121.104(g) (23)____ -, 184.1272.:____ ___ NA121.104(g)(24)____ -. 184.1293........... ...... NA
121.104(g)(25)......... .. 184.1983................. - . - ■ NA
121.104(g)(26)......... .. 184.1650._________ NA
121.104(g)(27)____ -  184.1339.................. ■ NA
121.105 (except (f)) —... 186.1—__________ ■ NA
121.105(f)(1)_____ 186.1343_________ NA
121.105(f)(2)_____ ... 186.1339_________ NA
121.105(f)(3)_____ 186.1673_________ NA
121.105(f)(4)___— -  186.1330_________ NA
121.106 except (d) 189,1..................... NA

and (e).
121.106(d)(1)_____ .. 189.110__________ : NA
121.106(d)(2)_____... 189.145__________ NA
121.106(d)(3)_____... 189.175__________ ' NA
121.106(d)(4) — ,....... 189.130__________ NA
121.106(d)(5)—......... 189.135...... ......... NA
121.106(d)(6)_____— 189.180.__.____ — NA
121.106(d)(7)_____... 189.155. —_______ NA
121.106(d)(8)_____... 189.190.......... ......... ' NA
121.106(d)(9)............. 189.120_____ ____ ' NA121.106(d) (10)____... 489.165__________.. ' NA
121.106(d) (11)....... ... 189.140-.-...... ....... NA
121.106(e)(i)_____— 189.220__________ NA
121.106(e)(2)_____... 189.280_________ NA
121.106(e)(3)_____... 189.250__________ NA
121.201........ ........ ... N A ...._________ 573.400
121.202,.. —___ ... NA... _____ ___ _ 573.380
121.203_____ ___... NA___ ________ , 573.820
121.206..... ............... NA—_________ 573.500
121.209________ ... NA____________ . 573.180
121.219________ ... NA... —_______ .. 573.480
121.222________ ... NA___________ - 573.1000
121.223_____ ----- ... NA_____  _____ .. 573.700
121.224. -_______ ... NA___________ 573.640*
121.229.................... NA___________ . 573.940
121.230............ . . . .  n a _________________ 573.420
121.231- ......... ...... -- NA- —-■_______ 573.3(H)
121.234________ . . .  NA—__________ 573.600
121.235________ — NA___________ 573.860
121.236............ . ... NA____ ______ 573.840
121.239____ ___ _... N A -..................... 573.780
121.242________ ... NA_______ ____ 573.660
121.246________ ... NA......—.......... . 573.680
121.247-—....... ...... NA___________ _ 573.580
121.250___ ___ _ - ,  NA______ ____ 573.260
121.261________ ... NA......... ................ 573.72n
121.265________ ... NA............. - ....... -  57JkB >121.271______ ______ ... NA___________ 573.36ft
121.272—. —  —  — — NA........... ......... ......... 573.96ft
121.273_____ — — N A -__________ 573.90n
121.275.—........... .— N A ...- .................. -  5IH?0121.277............... . . .  NA... — ......... ............ 673.74ft
121.282................ ......... . . .  N A ................. ............. 573.56¡j
1211283—...................... . .  N A .:.:-.-- ............. .. 573.98o
121.284_______ _____ _. . .  N A -— — ............... .. 573.1020
121.285______________. . .  NASS,:-____________ . 573.160
121.286_____________ . . .  na: í .„ : ____________ 573.620
121.288______ ______ . . .  N A -...: — ............... 573.120
121.295.. . . . _______ Î J À . ‘. . : . . ' - . : . —1. - 573.760
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121.298........................... - NA............................................ 573.440
121.301................................... NA............................................ 67a 540
121.302.................. ............... NA........................................... 573.200
121.306................................... NA............................................ 57a 280
121.307............................— N A ............. ............. 67a 880
121.313..................... N A ......................... 573.240
121.319.................. - NA........................... 57a 140
121.320..................... NA_______ _________ 673.800
121.322.................... NA.......................................... 573.340
121.325............. - .............. NA............................................ 673.920
Ï21.328................ .. ............... NA............................................ 673.220
121.329................................... NA.......................................... 573.460
121.1000.................... ........... 172.5......................................... NA
121.100k.............................. 172.140.............................. - NA
121.1002................................ 172.820.................... ................ NA
151,1004 172.852............................. NA
121.1008................................ 172.838.................................... NA
121.1009_____•...................... 172.840................ . NA
121.1010..___:----- ---------- 172.725— ............................. NA191 1fW2__  _ 172.822____ _______ NA
121.101$__ 172.858..................- ...... - NA
121.1016...................— — - 172.818.......... .................. NA1911017 _____ : 172.120........ ............ NA
121.1018...................— 172.828.................. . NA
121.1019................... 172.894.................................. NA191.1091 ... _ 172.874..................- ................ NA
121.1023.______ — ___ — . 172.802.................. ................. NA1911097 172.814__________________ NA
121.1028..________ . 172.876.................................... NA191.1099 172.842.................................... NA191.1000 172.836.................................... NA191 1031 172.892.................................... . NA
121.1032....1.__________ 172.490........... ......................... NA191.1034 172.115.................................... NA
121.1035________________ 172.110................................ .. NA
121.1036 172.832..................................... NA
121.1037______ __________ 172.330.................... ............. .. NA
121.1039................................. 173.255..................................... NA191.1040 ___ _ .... .. 173.230............. ...................... NA121.1041__ 173.290__________________ NA
121.1042 . . 173 9.10 NA121.1043__ ___ 173.240................... '. ,NA
121.1044.................. .. 173.250........ .......... .. ■ NA121.1045...... ........ 173.270........... ...... .................. NA19.1.1047 _ _ 179.844...................... NA
121.1048._______________ 172.848.................... ................ NA121.1050 172.215........... ....................... NA
121.1056 - 172.135....  ............ ........... NA
121.1058...._______ - ___ 172.480__________________ NA
121.1059.......................... ...... 172.615__________________ NA
121.1060................................. 172.350............. ....................... NA
121.1063................................ 172.170.................................... NA
121.1064................................. 172.176............. ....................... NA
121.1065_______________ _ 173.360.................................... NA
121.1066......... ........... .........- 172.620.................................... NA
121.1067................... 172.626.................................. .. NA
121.1068.......................... .. 172.655...................... NA
121.1069.............................. 172.660..................................... NA
121.1070........................... 172.860............... ............ NA
121.1071....... ...... ........ 172.863_____________ _ NA
121.1073.................... 172.375...... ................. — NA
121.1077........ ¿................ 172,280............. ....................... NA121.1080................................. 172.756..................................... NA
121.1081................ ............... 172.675— ——............... NA121.1082................................. 172.560__________________ NA
121.1084................................. 172.735............ ........................ NA
121.1085................................. 172.806................ .................. NA
121.1086................................. 172.685..................................... NA121.1087. 172.868_____ ____________ NA121.1088 173.810 NA
121.1089.............. ............. .. 172.130........... ............. .. NA121.1090....................... ........ 172.535............... ............. .. NA
121.1091............................. 173.816— —.................... NA
121.1092................... 173.6........... .............................. NA
121.1095................................. 172.315......... ............ NA121.1097......... ............. 172.580______________ NA
121.1098................... 172.890__________ NA
121.1099............ ........... 173.340—___________ NA
121.1100......... ...... .. 172.370.................... ................ NA
121.1101................ ............. . 173.275................................. NA121.1102........................... 172.715............. ....................... NA121.1105......... ........... ........... 172.235______ _____ _____ NA121.1109................................ 172.530........ ......................... .. NA121.1110................................ 173.60.................................... NA121.1111.. ............ 172.866—-_____ _________ NA121.1112.....___. . . . . . . 172.872 NA121.1113........................ 172.856......................... ........... NA121.1114......... ....................... 172.395........... .................... NA121.1116............ 172.190.......................•___ NA121.1119__ 172.255 . NA121.1120___ 172.854.................................... NA121.1122................................ 172.860..................... NA121.1123.......... 179.336. NA121.1125.........: . . . . 172.896.................... ' NA121.1130.____ 172.350........... ...................... NA121.1132................ 172.160_____ _________ NA121.1134............ 172.345.................................... NA121.1135.......................... 172.410.................................... NA121.1136................ 172.776.................................... NA121.1137.... 172.810_____ ______ _____ NA121.1139................. 173.56...................................... NA121.1141......... . . 172.310.........................— NA121.1142._______ 172.960 NA121.1146._____ 172.878............................. ! . . NA121.1148... 173.25__:_____________ - NA

See footnotes at end of table.

Old section New human section New , animal 
section > ! Old section New human section

121.1149................... 172.365..................... NA 121.2631... 178.3910121.1151.................... 172.816..................... NA 121.2532.............. __177.1610......... ...........121.1154.................. . 172.882.......... ......... . NA 121.2533.............. . ... 177.1240....................121.1155 ... 173.320..................... NA 121.2534... 178.3120121.1156.- 172.886................... NA 121.2535....... —. 177 2800
121.1160................... 172.870__________ NA 121.2536.............. . ... 177.2260...................121.1161_________ 172.770__________ NA 121.2537.............. __  176.130...... ...............121.1162................... 172.720.......... ..  ... NA 121.2538......... . .... 176.120.....................
121.1163....... ......- 172.510__________ NA .121.2539..... ....... __  176.350................. .121.1164_________ 172.515__________ NA 121.2540.............. __  175.350...... ..............
121.1165____ _____ 173.130...... '.______ NA 121.2541............ . ... 178.3400....................
121.1166-________ 172.880___ ______ NA 121.2543........... __  179.45......................
121.1170_________ 173.135—................. NA 121.2544.............. . .. .  178.3950....................
121.1171____ ____ 173.385....... .........— NA 121.2545.............. .... 177.1850...................121.1174...... 172.610........ ........... . NA 121.2546............. __  176.260 ..................
121.1176................ . 173.220___________ NA 121.2547............ . . ... 178.1010................. .
121.1179___ ______ 172.210____ —____ NA 121.2548.............. __  175.390.....................
121.1180............ ...... 173.20....................... NA 121.2549............ . . ... 177.1460....................
121.1181................... 173.345.................... - NA 121.2550.._____ __177.1210......... ............
121.1182................... 172.884.................... NA 121.2551__ •....... . ... 178.3300....................
121.1183................... 172.826.................... . NA: 121.2552.............. .... 178.3500....................
121.1185................ - 172.820.......... ........- - NA 121.2553__ _ .... 178.3570....................
121.1186................... 172.145...................- NA 121.2554.............. __  177.1320....................
121.1190. . __ :......... 172.430..................... NA 121.2555..............__  177.1550...... .............
121.1192............... . 173.10....................... NA 121.2556.............. . ... 178.3800....................
121.1193................... 172.623____ ___ — NA 121.2657.............. . .. .  176.200.....................
121.1194................... 172.730...... ............... NA 121.2558.............. . .. .  178.3530....................
121.1195................ . 172.830............. ........ NA 121,2559............. . ... 175.380.....................
121.1197............... 172.765— ............. NA 121.2560.............. . ... 176.250.....................
121.1198___ ______ 172.824...................- NA 121.2561.............. . ... 178.3450...... .............
121.1199. ____ 173.150 .................... NA 121.2562.............. __  177.2600....................
121.1202 . 172.385..................... NA 121.2563.............. __  178.3970....................
121.1203 172.250..................... -NA 121.2564.............. __177.1310......................
121.1208 172.150.................... NA 121.2565........... . 178.8290
121.1209 173.355 ........... NA 121.2566.............. 178.2010
121.1211.. 172.846............... ..... NA 121.2567.............. __  177.1400....................
121.1213 ■ ...... 172.180..................... NA 121.2569.............. 175 320.....................
121.1219 172.230..................... NA 121.2570.............. 177.1350 __
121.1221.. . 172.834..................... NA 121.2571.............. __ 176.180......................
121.1224 172.695 .................... NA 121.2572 _ 177, 1650
121.1225................... 172.710...................- NA 121.2573______ _17a 3730................. .
121.1228 172.275.................... . NA 121.2574___ 177 1580
121.1229............ ....... 172.520..................... NA 121.2575______ ___ 175.250....................
121.1230............ ...... 172.177................. NA 121.2576______ —. 177.2420....... .. .........
121.1233................... 173.120...... ............. - NA 121.2577—......... . .. .  175.125.....................121.1235................... 172.808_____ _____ NA 121.2578............. ___ 175.230.................—
121.1237................... 172.862................. — NA 121.2579—-¿I-_ _ 177.1440_________
121.1238................... 172.864..................... NA 121.2580.il....... __  177.1600........... .......
121.1239................... 172.888...... .............. NA 121.2581Í__ 177 2430
121.1244................. . 172.185..................... NA 121.2582.......... . —. 177.1330_____ ____
121.1246........ ......... 173.40............. ......... NA 121.2583......... ....__  178.3010... .......... .....
121.1250................... 172.590.......... .......... NA 121.2584.......... . __ 177.2710............... .121.1255................... 173.160.................... - NA 121.2585............. __  177.2280. .............. .
121.1257................... 172.812..................... NA 121.2586............. —  17a 3710____ _____121.1258................... 172.804.......... .......... NA 121.2587........... __ 177.2410................... .121.1259................... 173.165.................... - NA 121.2588......... . — 178.3700—...............
121.1260-..—......... 173.145......... .........- NA 121.2589.............—. 178.3620........... ...... .121.1262_________ 172.898...........— — NA 12L 2590............. . ... 177.1420____ _____
121.1263................... 172.325...................... NA 121.2591____ ... __  177.1010—  ..........121.1265 173.110...................... NA 121.2592 ■ 178,asTO
121.1266.............. - 172.225...................... NA 121.2593______ —. 177.2510...................121.1267....... ; ......... 173.280............. ....... NA 121.2594......... . .... 17a 3650............... .
121.1268....... .......... 172.712...................... NA 121.2595.......... . .... 177.1900....... ........
121.2000_________ 181.1...... .................. NA 121.2596............. .... 17a3900........ ..........121.2005 (Introductory 181.22_______ ___ _

offer)
NA 121.2597—..........

121.2598______
___ 178.3790....................
___ 177.1670....................121.2005(a).............. 181.24___________ NA 121.2599...... ...... . ... 175.360— .............. .121.2005(b)-______ 181.23....................... NA 121.2600............. __ 175.365.....................121.2005(c)............ . 181.25...................— NA 121.2601............. __  175.260.....................121.2005(d)..... ......... 181.26___________ NA 121.2602______ ___17a 2650— ............. .121.2005(e)............ . 181.27___________ NA 121.2603.............—  177.2460..................121.2005(1)............ . 181.28...... - ............ - NA 121.2604.........■ .... 17a 3600___ _____121.2005(g)..............121.2005(h)......... . 181.29__________ - NA 121.2605............. —. 178.3770....... .......... .181.30....... ............... NA 121.2606............. ___ 178.3940................. -121.2010.................. 181.32....................... NA 121.2607........... __17a 3760....................121.2500................... 174.1........................ NA 121.2608............. __  177.1970....................121.2501......... ......... 177.1520............. ...... NA 121.2609______ __  177.1950...................121.2502................... 177.1500...... .......... .. NA 121.2610__ ____ —. 177.1430_________121.2503.................- 178.3930— ......— NA 121.2611. „ ......... __  177.1830....... ...........121.2505__ ___ ___ 176.300-—. ............... NA 121.2612......... —  17A 270.....................121.2506................... 178.3520.................... NA 121.2613............. —_ 177.2500...............121.2507— .............. 177.1200.................... NA 121.2614______ 177.1480_________121.2508._____ — . 178.2550................... . NA 121.2615............ 17a 3610121.2509 ............. . 178.3860..... ............. . NA 121.2616__ ____ —. 178.3480- _______121.2510................... 177.1640— ...... ....... NA 121.2617............ ...'. 177.1570.... ...... ........121.2511 178.3740__________ NA 121.2618........... 178,3720!121.2512___  ___ 176.110..... ............. NA 121:2619 177,1360

121-2513- 178.3750.................... NA 121.2620-.......... . 1783280
121.2514................... 175.300—................... NA 121.2621—........... 177.2490
121.2515 ... ....... .. 176.150___ ___ ____ NA 121.2622.............. 1771810
121.2516- ....  __ _ 176.320..................... NA 121.2623........ ..... .. 177.1960
121.2517___ ............ 177.1620.................... NA 121.2624.......... 17.0 3550
121.2518.___ ___ _ 176.160...................... NA 121.2625............. —  177.1050....................121.2519 176.210......... - ......... NA 121.2626.............. __ 177.1820121.2520. . ...... . 175.105.......... ........- NA 121.2627.............. 177.1030 „
121.2521____ ____ _ 177.1980.................... NA 121.2628—......... . 177.2450121.2522—__ ___ 177.1680................ . NA 121.2629 __ 177.1040121.2523 177.1380.................... NA 121.2630.......... ' 178.3780121.2524—.... . ...... , 177.1630.................... NA 121.2631.............. ... 177.2260—
121.2525.................. . 176.210...................... NA 121.2632— ....... _ 177.1590...................
121.2526.______ . 176.170.................... . NA 121.2633............... 177.1020
121.2527 178.3130.—................ NA 121.2634.............. ... 177:2910,
121.2528___  ....___ 177.1340.................... NA 121.2635............... ... 177.1660 ..
121.2529 — 176.230-...,_— __ NA 121.2636............... — 177.2210..
121.2530— ............ 178.3860..— ........... NA 121.2637............. ... 177.2470................ .

New 
animal 

section 1

NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NANA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
NA
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New
Old .section New htiman section animal

section *

121.2638.. ..........  177.2480_____ ______ NA
121,3001..._________ 179.21............. , ......... NA
121.3003... ............... 179.22______________ NA
121.3006... _________  179.39_____________ NA
121.3007 . _________  179.24______ _____ NA
121.3008... _________  179.30____ _________ NA
121,4000... _________ 180.1.................. ............. NA
121.4001 _________  180.37/_________. . . . . NA
121.4004 ....... . 180.30_____________ NA
121.4005. . ....... ........... 180.25................ ........... NA
121.4010 __________  180.22........................... NA
122.1____ _________ 109.3______ _________ 509.3
122,10... _________  109.30______________ 509.30
125:1____ _________ 105.3_______________ NA
125.2........ NA
125.3____ _______ _ 105.77_____ ________ NA
125.5 f  105,65 . _____ NA
125.6____ _________  105,67______________ NA
125.7____ _________  105.79_____ ________ NA
125.8____ _____  105.62____________- NA
125.9 . . .  105.69_____________ NA
128.1........ _________ 110.3............................... NA
128.2 j . 110.1_______________ NA
128.3____ ___ ........... 110.20, . ____________ NA
128.4____ ____ 110.40_______ _______ NA
128.5........ ________  110.35______________ NA
128.6____ .......... ........110JÍ7_______________ NA
128.7____ _______110.80_____ _________ NA
128.8 ___ ____ ?____110.10_______________ NA
128.9____ ________ 110.19........ ......... ......... NA
128.10___ _________ 11Ö.99_______________ NA
128a.l___ _________  122.3- ___ _______ NA
128a.2___ _______122.1________________ NA
128&.3 . . 122.20______________ NA
128a.4___ ______  122.40______________ NA
128a.5__ _____  122.35______ ____— - NA
126a.6 122.37. ____________ NA
128a.7___ _________  122.80______________ N A
128a.401_. _______123.3 ______________ NA
128a.402_ __________  123.1______________ NA
128a.403_. ________  123.20______________ NA
128a.404 . 123.40- __________ NA

NA
128a.406_. _________  123.37______________ NA

123.80 ___ NA
128b.l___ ü _____ _ 113.3 ____________ - 507.3
128b.2___ _________ 113.1_______________ 507.1
128b.3___ _____  113.81______________ 507.81
128b.4___ __  - 113.83______________ 507.83
128b.5___ ______ 113.87_______________ 507.87
128b.6 , .  113.40_____________ 507.40
128b.7___ ______ 113.60______________ 507.60

113.100_____________ 507.100
128b.9 ___  113.89______________ 507.89
128 b.10 113.10_____________ 507.10

118.3 — ________ N A
. .  118.1___  _______ NA

128c .3 . . .  118.20_____________ NA
• 118.40______________ NA

118.35_____________ NA
128C.6___ _______118.37_____________  - NA

-  118.60_____________ NA
118.100_____________ NA
129.3______________ '  NA

128d.2___ ____ 129.1________________ NA
129.20_____ ________ NA

128(1.4 ___  129.40____ : ________ NA
128d.5___ . 120.35_____________ NA
128d.6___ ____  129.37______________ NA
128d.7___ . . .  129.80______________ N A

1 The text of the animal food regulations listed 
in this columnare set forth in the fourteenth 
recodiiieation document published in the F e d ­
e r a l  R e g i s t e r  of Sept. 10, 1976 (41 FR 88618).

2 § 570.3 does not include pars, (n) and (e)
of former § 121.1. .3 The procedure for listing substances when 
affirmed as GRAS is to eliminate them from 
listing in Part 182 (formerly 5 121.101(d)). 
For substances affirmed as GRAS in human food, 
see Parts 184 and/or 186. For all GRAS sub­
stances in animal food see Part 582 (published 
in the Federal Register of September 10, 1976 
(41 FR 38618)).

The changes being made are nonsub­
stantive in nature and for this reason 
notice and public procedure are not pre­
requisites to this promulgation. For the 
convenience of the user, the entire text 
of reorganized Subchapter B, except Part 
193 under the jurisdiction of the Envi­
ronmental Protection Agency, is set forth
below.

Dated : March 4,1977.
J oseph P. Hu e ,

Associate Commissioner for
Compliance.

SUBCHAPTER B— FOODS FOR HUMAN 
CONSUMPTION

Part:
100 General.
101 Food labeling.
102 Common or usual name for nonstand-

ardized foods.
103 Quality standards for foods with no

identity standards.
104 Nutritional quality guidelines for foods.
105 Foods for special dietary use.
108 Emergency permit control.
109 Unavoidable contaminants in food and

food-packaging material.
110 Current good manufacturing practice

in manufacturing, processing, pack­
ing, or holding human food.

113 Thermally processed low-acid foods 
packaged in hermetically sealed con­
tainers.

118 Cacao products and confectionery.
122 Smoked and smoke-flavored fish.
123 Frozen raw breaded shrimp.
129 Processing and bottling of bottled

drinking water.
130 Food standards: general.
131 Milk and cream.
133 Cheeses and related cheese products.
135 Frozen desserts.
13© Bakery'products.
137 Cereal flours and related products.
139 Macaroni and noodle products.
145 Canned fruits.
146 Canned fruit juices.
150 Fruit butters, jellies, preserves, and re­

lated products.
152 Fruit pies.
155 Canned vegetables.
156 Vegetable juices.
158 Frozen vegetables.
160 Eggs and egg products.
161 Fish and shellfish.
163 Cacao products.
164 Tree nut and peanut products.
165 Nonalcoholic beverages.
166 Margarine.
168 Sweeteners and table sirups.
169 Food dressings and flavorings.
170 Food additives.
171 Food additive petitions.
172 Food additives permitted for direct ad­

dition to food for human consump­
tion.

173 Secondary direct food additives per­
mitted in food for human consump­
tion.

174 Indirect food additives, general.
175 Indirect food additives—adhesive coat­

ings and components.
176 "Indirect food additives-—paper and

paperboard components.
177 Indirect food additives—polymers. •
178 Indirect food additives—adjuvants,

production aids, and sanitizers.
179 Irradiation in' the production, proc­

essing and handling of food.
180 Food additives permitted in food on

an intérim basis or in contact with 
food pending additional study.

181 Prior-sanctioned food ingredients.
182 Substances generally recognized as safe. 
184 Direct food substances affirmed as gen­

erally recognized as safe.
186 Indirect food substances affirmed as 

generally recognized as safe. - 
189 Substances prohibited from use in hu­

man food.
1931 Tolerances for pesticides in  food ad­

ministered by the Environmental 
Protection Agency.

197 Seafood inspection program.

1 Full text of this part, transferred from 
former Part 121, was set out under Part 123 
in the tenth recodification document pub­
lished in the Federal Register of March 28, 
1975 (40 Fit 14156). Part 123 was subse­
quently transferred to Part 193 by publica­
tion in the Federal R egister of June 28, 1976 
(41 FR 26565).

PART 100— GENERAL
Subparts A—F—[Reserved]

Subpart G—Specific Administrative Rulings and 
Decisions

Sec.
100.120

100.130

100.135
100.140

100.145

100.150

100.155
100.160

Artificially red-dyed yellow/varieties 
of sweet potatoes.

Combinations of nutritive and non­
nutritive sweeteners in “diet bev­
erages.’’

Disposition of incubator reject eggs.
Label declaration of salt In frozen 

vegetables.
Notice to packers of comminuted 

tomato products.
Notice to packers and shippers of 

shelled peanuts.
Salt and iodized salt.
Tolerances for moldy and insect- 

infected cocoa beans.
Authority: Sec. 701, 52 Stat. 1055-1056 

as amended (21 U.S.C. 371) unless other­
wise noted.

Subparts A-F [Reserved]
Subpart G— Specific Administrative 

Rulings and Decisions
§ 100.120 A rtificially red-dyed yellow 

varieties o f  sweet potatoes.
(a) It has been the practice of some 

growers, packers, and distributors of yel­
low varieties of sweet potatoes to arti­
ficially color the skins of such potatoes 
with a red dye. Surveys made by the 
Food and Drug Administration and let­
ters received by the Administration from 
consumers reveal that, this practice can 
deceive those persons who prefer the 
naturally red varieties of sweet pota­
toes. Also, representatives of the red 
sweet potato industry have alleged that 
some consumers refuse to purchase any 
red sweet potatoes since they cannot 
distinguish between the naturally red 
ones and those artificially colored with 
red dye.

(b) The Food and Drug Administra­
tion concludes, therefore, that yellow 
varieties of sweet potatoes artificially 
colored with a red dye are adulterated 
within the meaning of section 402(b) of 
the Federal Food, Drug, and Cosmetic 
Act.

(c) The Food and Drug Administra­
tion will consider appropriate regulatory 
action regarding such adulterated sweet 
potatoes shipped in interstate commerce 
if the act of adulterating the potatoes 
occurs after 90 days following the date 
of publication of this statement of policy 
in the F ederal R egister.
(Sec. 402(b), 52 Stat. 1046-1047 (21 UB.C. 
342 (b )).)
§ 100.130 C o m b in a t io n s  o f  n u t r i t i v e  a n d  

n o n n u t r i t i v e  s w e e te n e r s  i n  “ d ie t  
b e v e r a g e s . ”

As a result of the removal of cyclamic 
acid and its salts from the list of sub­
stances • generally recognized as safe 
(Part 182 of this chapter) by an order 
published in the F ederal R egister of 
October 21, 1969 (34 FR 17063), the 
Commissioner of Food and Drugs has re­
ceived inquiries as to the proper com­
position and labeling, from the stand­
point of application of the Federal Food, 
Drug, and Cosmetic Act, of so-called 
“diet beverages” that will be made from
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mixtures of nutritive sweeteners and sac­
charin or its salts. The Commissioner 
concludes that:

(a) Any “diet beverage” or diet bever­
age base made with combinations of 
nutritive and nonnutritive sweeteners 
must be so formulated that each in­
gredient is one which is generally recog­
nized as safe and is not a  food additive 
as defined in section 201 (s) or a color 
additive as defined in section 201 (t) of 
the act, or if it is a food additive or a 
color additive as so defined, is used in 
accordance with a regulation established 
pursuant to section 409 or 706 of the 
act.

(b) The product is to be so formulated 
that its caloric value is a t least 50 per­
cent less than the caloric value of the 
comparable product made without ar­
tificial sweeteners. In no case shall the 
beverage provide more than 6 calories per 
fluid ounce.

(c) If it is to be marketed under a 
name heretofore used on a product rep­
resented to have no, or only a few, cal­
ories per serving, the name shall be modi­
fied by the word “new” for a t least 1 
year following the time such product is 
introduced in a given market.

(d) (1) The label must bear a com­
plete statement of ingredients except 
that spices, flavorings, and colorings may 
be designated as such without naming 
each.

(2) The label must bear a statement 
of the caloric content per fluid ounce, the 
carbohydrate content per fluid ounce, a 
statement of the percentagé of saccharin 
or saccharin salt used, and the statement
“Contains -------  mg saccharin (or
saccharin salt, as the case may be) 
per ounce, a nonnutritive' artificial 
sweetener”.

(3) To further avoid injury through 
inadvertent use by diabetics in the be­
lief that the product does not contain 
carbohydrates, the label of a beverage 
containing sugar(s) must bear the state­
ment “Contains sugar(s); not for use by 
diabetics without advice of a physician.”

(4) To avoid confusion by diabetics, 
the label of a beverage containing sor­
bitol, mannitol, or other hexitol, must 
bear the statement “Contains carbohy­
drates, not for use by diabetics without 
advice of a physician”. To further avoid 
confusion of these beverages with those 
sweetened solely with nonnutritive a r­
tificial sweeteners which have been mar­
keted in containers bearing prominent 
statements such as “sugar free”, “sugar- 
less ,̂ or “no sugar”, the labels of bever­
ages containing hexitols must not bear 
these or similar statements.

<e) Bottlers of diet drinks have on 
hand large stocks of returnable litho­
graphed bottles bearing statements indi­
cating that the beverages contain cycla- 
mates and/or declarations such as “sugar 
free”, “less than 1 calorie per bottle”, or 
‘less than 2 calories per bottle” which 
bottles were formerly used for artificially 
sweetened beverages containing cycla- 
mates. The Pood and Drug Administra­
tion will not object to continued use of 
these bottles under the following condi­
tions:

RULES AND REGULATIONS

(1) The bottles when filled with bever­
ages made with combinations of nutritive 
and nonnutritive sweeteners may be 
marketed only: • • —. ,

(1) In multiunit cartons labeled prom­
inently on each principal display panel 
with the information set forth in para­
graphs (c) and (d) of this section and 
with a prominent, forthright notice that 
any information on bottles which is con­
trary to that on the cartons should be 
disregarded because it is incorrect. To 
assure adequate prominence and coh- 
spicuousness, the following statements 
should stand out in marked contrast with 
other labeling: The statement of caloric 
content and carbohydrate content per 
fluid ounce, the statement required by 
paragraph (d) (3) or (4) of this section 
as applicable, and the notice to disregard 
any information on bottles which is con­
trary to that on the cartons. These state­
ments may be made to stand out by 
means such as setting them forth in 
boxes, printing in bold capitals on lines 
separated from other printed labeling, 
using colors that contrast with those 
used for other label statements, or other 
similar means.

(ii) In vending machines bearing du­
rable labeling which includes all of the 
information required to appear on car­
tons set forth with the same degree of 
prominence. '

(2) In addition, the bottles must bear 
caps labeled prominently with the words 
“Contains Sugar” or “Contains Carbo­
hydrates”, and accurate statements of 
the caloric content and carbohydrate 
content per fluid ounce.
(Secs. 201 (s), 403, 409(d), 62 Stat. 1047-1048, 
as amended, 72 Stat. 1784 as amended, 1787 
(21 U.S.C. 321 (S), 343, 348).)
§ 100.135 Disposition o f incubator re­

ject eggs.
(a) Investigations by the Food and 

Drug Administration and a number of 
State regulatory agencies have revealed 
that incubator reject eggs, removed as 
infertile or otherwise unhatchable dur­
ing hatching operations, are being di­
verted for human food use. Such eggs 
are regarded as adulterated within the 
meaning of section 402(a) (3) of the Fed­
eral Food, Drug, and Cosmetic Act (21 
U.S.C. 342(a) (3)) because they are unfit 
for food.

(b) The introduction or delivery for 
introduction into interstate commerce of 
adulterated eggs is prohibited under sec­
tion 301(a) of the aforesaid act (21 
U.S.C. 331(a)) unless they have been 
broken, crushed, or smashed and then 
denatured with kerosene, creolin, or 
other suitable denaturant to preclude 
their diversion to human food channels.
(Secs. 301, 402, 52 Stat. 1042, 1040 (21 U.S.C. 
331, 342.)
§ 100.140 Label declaration o f salt in  

frozen vegetables.
(a) In a number of diseases or disease 

conditions it is important to restrict the 
intake of sodium. Sodium occurs in all 
natural foods, but added salt makes the 
most important contribution to the total 
sodium intake in the diet. Most fresh

14307
vegetables are of low sodium content and 
consumers generally regard frozen vege­
tables as being free of added salt and 
suitable for use in low-sodium diets. 
While salt may not be added directly as 
a seasoning ingredient during the proc­
essing of frozen vegetables, the use of 
salt brine in quality separation of such 
vegetables as peas and lima beans pre­
paratory to freezing may contribute sub­
stantial amounts of salt to the finished 
article. The failure of the labels of frozen 
vegetables to declare the presence of salt 
has been the basis of complaints to the 
Food and Drug Administration.

(b) Section 403(i) (2) of the Federal 
Food, Drug, and Cosmetic Act requires 
the label of a fabricated food to bear the 
common or usual name of each Ingredi­
ent present. The Department of Health, 
Education, and Welfare regards any 
frozen vegetable containing salt, added 
directly or indirectly, as misbranded in 
violation of section 403(i) (2) of the Fed­
eral Food, Drug, and Cosmetic Act unless 
its label names salt as an ingredient.
§ 100.145 Notice to packers o f com­

minuted tomato products.
(a) I t  has long been known th a t to­

mato rot may be caused by one or more of 
the following: Fungus diseases, bacterial 
diseases, virus diseases, and certain non- 
parasitic diseases. Only the fungus rots 
are characterized by the presence of mold 
filaments. Mold counts on comminuted 
tomato products are not increased by in­
corporating within the product tomato 
rot caused by bacteria, virus, or non- 
parasitic factors. Although high mold 
counts on these products reveal that 
large amounts of rotten material are 
present, low mold counts do not neces­
sarily demonstrate absence of the type, 
of rot caused by the tomato diseases that 
are not characterized by mold filaments.

(b) Inspections of canneries engaged 
in the packing of comminuted tomato 
products show that most packers effec­
tively trim, sort out, and discard rotten 
tomatoes from the raw stock. Some pack­
ers, however, do not properly eliminate 
rotten tomato material, and a few pack­
ers deliberately use rotten tomatoes in 
these foods, provided the mold count re­
mains low. Some packers, on occasion, 
have mixed tomato products having a 
high mold count with tomato products 
containing little or no mold, so as to pro­
duce a blend with a low mold count.

(c) Packers of comminuted tomato 
products who rely upon the mold count as 
the sole or primary control procedure, to 
the neglect of adequate sorting and trihi- 
ming, may produce products with low 
mold counts which contain substantial 
amounts of rot.

(d) I t  is the purpose of this announce­
ment to advise all banners of tomato 
products that:

(1) Although high mold count is con­
clusive evidence of inclusion of substan­
tial amounts of rot, mold count is not the 
only way of establishing that commi­
nuted tomato products contain decom­
posed tomato material.

(2) Where factory observations oar 
other evidence reveals that comminuted
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tomato products contain rot not caused 
by mold, such rot, as well as that caused 
by mold, will be taken into account in ap­
plying the provisions of the Federal Food, 
Drug, and Cosmetic Act against adulter­
ation.

(3) The blending of tomato products 
adulterated with tomato rot, of whatever 
kind, with tomato products made from 
sound tomatoes, or with other sound 
food, renders the blend adulterated.
§ 100.150 Notice to packers and ship­

pers of shelled peanuts.
(a) Investigations by the Food and 

Drug Administration have shown that a 
number of interstate shipments of 
shelled peanuts in bags holding from ap­
proximately 100 to 125 pounds each have 
failed to bear labeling as required by the 
terms of the Federal Food, Drug, and 
Cosmetic Act.

(b) Shelled peanuts in sacks, whether 
or not shipped in carload lots, should 
bear the following information required 
by the law on food in package form:

(1) The name of the product.
(2) An accurate statement of net 

weight.
(3) The name and place of business 

of the packer or distributor.
(c) The information required by para­

graph (b) of this section should be con­
spicuously set forth. It may be printed or 
stenciled on each bag or, if desired, 
placed On tags which are securely a t­
tached to each bag.

(d) The net weight marked on the 
bags must be the correct net weight of 
the peanuts at the time they are deliv­
ered to the carrier for interstate ship­
ment. The tare weight of the bag should 
not be included in the weight declaration.
§ 1 0 0 .1 5 5  Salt and iodized salt.

(a) For the purposes of this section, 
the term “iodized salt” or “iodized table 
salt” is designated as the name of salt 
for human food use to which iodide has 
been added in the form of cuprous iodide 
or potassium iodide permitted by 182.- 
5265 and 182.5634 of this chapter. In the 
labeling of such products, all words in 
the name shall be equal in prominence 
and type size. The statement “This salt 
supplies iodide, a necessary nutrient” 
shall appear on the label immediately 
following the name and shall be in letters 
which are not less in height than those 
required for the declaration of the net 
quantity of contents as specified in 
§ 101.105 of this chapter.

(b) Salt or table salt for human food 
use to which iodide has not been added 
shall bear the statement, “ This salt does 
not supply iodide, a necessary nutrient.” 
This statement shall appear immediately 
following the name of the food and shall 
be in letters which are not less in height 
than those required for the declaration 
of the net quantity of contents as speci­
fied in §101.105 of this chapter.

(c) Salt, table salt, iodized salt, or 
iodized table salt to which anticaking 
agents have been added may bear in ad­
dition to the ingredient statement desig­
nating the anticaldng agent (s), a label 
statement describing the characteristics

imparted by such agent (s) {for example, 
“free flowing”) , providing such state­
ment does not appear with greater prom­
inence or Jn type size larger than the 
statements which immediately follow the 
name of the food as required by para­
graphs (a) and (b) of this section.

(d) Individual serving-sized packages 
containing less than % ounce and pack­
ages containing more than 2% pounds 
of a food described in this section shall 
be exempt from declaration of the state­
ments which paragraphs (a) and (b) of 
this section require immediately follow­
ing the name of the food. Such exemp­
tion shall not apply to the outer con­
tainer or wrapper of a multiunit retail 
package.

(e) All salt, table salt, iodized salt, or 
iodized table salt in packages intended 
for retail sale shipped in interstate com­
merce 18 months after the date of pub­
lication of this statement of policy in the 
Federal R egister, shall be labeled as 
prescribed by this section; and if not so 
labeled, the Food and Drug Administra­
tion will regard them as misbranded 
within the meaning of section 403 (a) 
and (f) of the Federal Food, Drug, and 
Cosmetic Act.
(Secs. 403 (a) and (f), 52 Stat. 1047 (21 
U.S.C. 343 (a) and (f)).)
§ 100.160 Tolerances for moldy and in­

sect-infested cocoa beans.
On and aftexFebruary 22, 1963, ship­

ments of cocoa beans offered for entry 
into the United States must meet a toler­
ance of 6 percent total moldy and insect- 
infested, including insect-damaged, 
beans, but not more than 4 percent of 
either moldy or insect-infested, includ­
ing insect-damaged, beans. This state­
ment of policy supersedes the notice is­
sued August 27, 1931, addressed to ship­
pers, importers, and dealers in cocoa 
beans and manufacturers of chocolate 
and cocoa products and the statement of 
policy issued June 22, 1961, in this 
section.
(Sec. 402(a)(3), 68 Stat. 511 (21 U.S.C. 342 
(a )(3 )).

PART 101— FOOD LABELING
Subpart A—General Provisions

Sec.
101.1 Principal display panel of package

form food.
101.2 Information panel of package form

food.
101.3 Identity labeling of food in pack­

aged form.
101.4 Pood; designation of ingredients.
101.5 Pood; name and place of business

of manufacturer, packer, or dis­
tributor.

101.6 Label designation of ingredients
for standardized foods.

JLQ1.8 Labeling of food with number of
servings.

101.9 Nutrition labeling of food.
101.15 Pood; prominence of required

statements.
101.17 Pood labeling warning statements.
101.18 Misbranding of food.
Subpart B— Specific Food Labeling Requirements
101.22 Poods; labeling of spices, flavor­

ings, colorings and chemical 
preservatives.

Sec.
101.25 Labeling of foods in relation to fat 

and fatty acid, and cholesterol 
content.

101.29 Labeling of kosher and kosher- 
style foods.

101.33 Label declaration of D-erythroas- 
corbic acid when it is an ingre­
dient of a fabricated food.

101.35 Notice to manufacturers and users 
of monosodium glutamate and 
other hydrolyzed vegetable pro­
tein products.,

Subparts C through E—[Reserved]
Subpart F—Exemptions From Food Labeling 

Requirements
101.100 Pood; exemptions from labeling.
101.103 Petitions requesting exemptions

from or special requirements for 
label declaration of ingredients. 

101.105 Declaration of net quantity of con­
tents when exempt.

A u t h o r i t y ; Secs. 4, 6, Pub. L. 89-755, 80 
Stat. 1297, 1299, 1300 (15 U.S.C. 1453, 1455); 
secs. 403, 602, 701, Pub. L. 717, 52 Stat. 1047, 
1054, 1055 as amended (21 U.S.C. 343, 362, 
371), unless otherwise noted.

Subpart A— General Provisions
§ 101.1 Principal display panel o f pack­

age form food.
The term “principal display panel” as 

it applies to food in package form and as 
used in this part, means the part of a 
label that is most likely to be displayed, 
presented, shown, or examined under 
customary conditions of display for re­
tail sale. The principal display panel 
shall be large enough to accommodate all 
the mandatory label information re­
quired to be placed thereon by this part 
with clarity and conspicuousness and 
without obscuring design, vignettes, or 
crowding. Where packages bear alternate 
principal display panels, information re­
quired to be placed on the principal dis­
play panel shall he duplicated on each 
principal display panel. For the purpose 
of obtaining'uniform type size in declar­
ing the quantity of contents for all pack­
ages of substantially the same size, the 
term “area of the principal display 
panel” means the area of the side or 
surface that bears the principal dis­
play panel, which area shall be:

(a) In the case of a rectangular pack­
age where one entire side properly can 
be considered to be the principal display 
panel side, the product of the height 
times the width of that side;

(b) In the case of a cylindrical or 
nearly cylindrical container, 40 percent 
of the product of the height of the con­
tainer times the circumference;

(c) In the case of any otherwise 
shaped container, 40 percent of the total 
surface of the container: Provided, 
however, That where such container 
presents an obvious “principal display 
panel” such as the top of a triangular 
or circular package of cheese, the area 
shall consist of the entire top surface.’ 
In determining the area of the principal 
display panel, exclude tops, bottoms, 
flanges at tops and bottoms of cans, and 
shoulders and necks of bottles or jars. 
In  the case of cylindrical or nearly cylin­
drical containers, information required 
by this part to appear on the principal
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display panel shall appear within that 
40 percent of the circumference which 
is most likely to be displayed, presented, 
shown, or examined under customary 
conditions of display for retail sale.
§ 101.2 Information panel o f package 

form food.
(a) The term “information panel” as 

it applies to packaged food means that 
part of the label immediately contiguous 
and to the right of the, principal display 
panel as observed by an individual fac­
ing the principal display panel with the 
following exceptions:

(1) If the part of the label immedi­
ately contiguous and to the right of the 
principal display panel is too small to 
accommodate the necessary information 
or is otherwise unusable label space, e.g., 
folded flapror can ends, the panel im­
mediately contiguous and to the right 
of this part of the label may be used.

(2) If the package has one or more 
alternate principal display panels, the 
information panel is immediately con­
tiguous and to the right of any principal 
display panel.

(3) If the top of the container is the 
principal display panel and the package 
has no alternate principal display panel, 
the information panel is any panel ad­
jacent to the principal display panel.

(b) All information required to appear 
on the label of any package of food pur­
suant to §§ 101.4,101.5, 101.8,101.9,101.- 
17, 101.25 and Part 105 of this chapter 
shall appear either on the principal dis­
play panel or on the information panel, 
unless otherwise specified by regulations 
in this chapter.

(c) All information appearing on the 
principal display panel or the informa­
tion panel pursuant to this section shall 
appear prominently and conspicuously, 
but in no case may the letters and/or 
numbers be less than one-sixteenth inch 
in height unless an exemption pursuant 
to paragraph (f) of this section is estab­
lished. The requirements for conspicu­
ousness and legibility shall include the 
specifications of §§ 101.105(h) (1) and
(2) and § 101.15.

(1) Packaged foods are exempt from 
the type size requirements of this para­
graph: Provided, That:

(i) The package is designed such that 
it has a surface area that can bear an 
Information panel and/or an alternate 
principal display panel.

(ii) The area of surface available for 
labeling on the principal display panel 
of the package as this term is defined in 
§ 101.1 is less than 10 square inches.

(iii) The label information includes 
nutrition information and a full list of 
Ingredients in accordance with regula­
tions in this part and the policy ex­
pressed in § 101.6.

(iv) The information required by 
paragraph (b) of this section appears on 
the principal display panel or informa­
tion panel label in accordance with the 
provisions of this paragraph (c) except 
that the type size is not less than three 
sixty-fourths inch in height.

(2) Packaged foods are exempt from 
the type size requirements of this para­
graph: Provided, That:

(i) The package is designed such that 
it has a single “obvious principal dis­
play panel” as tills term is defined in 
§ 101.1 and has no other available surface 
area for an information panel or alter­
nate principal display panel.

(ii) The area of surface available for 
labeling on the principal display panel 
of tiie package as this term is defined in 
§ 101.1 is less than 12 square inches and 
bears all labeling appearing on the 
package.

(iii) The label information includes 
nutrition information, and a full list of 
ingredients in accordance with regula­
tions in this part and* the policy ex­
pressed in §101.6.

(iv) The information required by 
paragraph Xb> of this section appears on 
the single, obvious principal display 
panel in accordance with the provisions 
of this paragraph (c) except that the 
type size is not less than one thirty- 
second inch in height.

(3) Packaged foods are exempt from 
the type size requirements of this para­
graph: Provided, That:

(i) The package is designed such that 
it has a total surface area available to 
bear labeling of less than 12 square 
inches.
. (ii) The label information includes 

nutrition information and a full list of 
ingredients in accordance with regula­
tions in this part and the policy ex­
pressed in § 101.6.

(iii) The information required by 
paragraph (b) of this section appears 
on the principal display panel or infor­
mation panel label in accordance with 
the provisions of this paragraph (c) ex­
cept that the type size is not less than 
one thirty-second inch in height.

(4) (i) Soft drinks packaged in bot­
tles manufactured before October 31, 
1975 shall be exempt from the require­
ments prescribed by this section to the 
extent that information which is blown, 
lithographed, or formed onto the surface 
of the bottle is exempt from the size and 
placement requirements of this section.

(ii) Soft drinks packaged in bottles 
shall be exempt from the size and place­
ment requirements prescribed by this 
section if all of the following conditions 
are met :

(a) If the soft drink is packaged in a 
bottle bearing a paper, plastic foam 
jacket or foil label, or is packaged in a 
nonreusable bottle bearing a label litho­
graphed onto the surface of the bottle, 
the product shall not be exempt from any 
requirement of this section other than 
the exemption created by § l.lc(a) (5) (ii) 
of this chapter and the label shall bear 
all required information in the specified 
minimum type size, except the label will 
not be required to bear the information 
required by § 101.5 if this information 
appears on the bottle closure in a type 
size not less than one-sixteenth inch in 
height.

(b) If the soft drink is packaged in a 
bottle which does not bear a paper, plas­
tic foam jacket or foil label, or is pack­
aged in a reusable bottle bearing a label 
lithographed onto the surface of the 
bottle :

(.1) Neither the bottle nor the closure 
is required to bear nutrition labeling in 
compliance with § 101.9, except that any 
multiunit retail package in which it is 
contained shall bear nutrition labeling 
if required by § 101.9; and any vending 
machine in which it is contained shall 
bear nutrition labeling if nutrition label­
ing is not present on the bottle or closure, 
if required by § 101.9.

(2) All other information pursuant to 
this section shall appear on the top of 
the bottle closure prominently and con­
spicuously in letters and/or numbers no 
less than one thirty-second inch in 
height, except that if the information 
required by § 101.5 is placed on the side 
of the closure in accordance with § 1.1c 
(a) (5) (ii) of this chapter, such infor­
mation shall appear in letters and/or 
numbers no less than one-sixteenth inch 
in height.

(3) Upon the petition of any inter­
ested person demonstrating that the bot­
tle closure is too small to accommodate 
this information, the Commissioner may 
by regulation establish an alternative 
method of disseminating such informa­
tion. Information appearing on the 
closure shall appear in the following 
priority:

(1) The warning required by § 100.130 
of this chapter.

(ii) The statement of ingredients.
(iii) The name and address of the 

manufacturer, packer, or distributor.
(iv) The statement of identity,
(d)(1) All information required to ap­

pear on the principal display panel or on 
the information panel pursuant to this 
section shall appear on the same panel 
unless there is insufficient space. In de­
termining the sufficiency of the avail­
able space, any vignettes, design, and 
other nonmandatory label information 
shall not be considered. If there is in­
sufficient space for all of this information 
to appear on a single panel, it may be 
divided between these two panels except 
that the information required pursuant 
to any given section or part shall all 
appear on the same panel. A food whose 
label is required to bear the ingredient 
statement on the principal display panel 
may bear all other information specified 
in paragraph (b) of this section on the 
information panel.

(2) Any of the foods listed in § 1.1c 
(a) (6) (i) and (7) (i), and §§ 133.128, 
133.129, and 133.131 of this chapter, and 
yogurt and yogurt products, when 
packaged in a container consisting of a 
separate lid and body and bearing nu­
trition labeling pursuant to § 101.9, and 
the lid is designed as a principal display 
panel, shall be exempt from the place­
ment requirements of this section in the 
following respects.

(i) The name and place of business in­
formation required by § 101.5 shall not 
be required on the body of the container 
if this information appears on the lid in 
accordance with this section.

(ii) The nutrition information re­
quired by § 101.9 shall not be required on 
the lid if this information appears on the 
container body in accordance with this 
section.
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(iii) The statement of ingredients re­
quired by § 101.4 shall not be required on 
the lid if this information appears on the 
container body in accordance with this 
section. Further, the statement of ingre­
dients is not required on the container 
body if this information appears on the 
lid in accordance with this section.

(e) All information appearing on the 
information panel pursuant to this sec­
tion shall appear in one place without 
other intervening material.

(f) If the label of any package of food 
is too small to accommodate all of the 
information required by §§ 101.4, 101.5, 
101.8, 101.9, 101.17, and 101.25, and Part 
105 of this chapter, the Commissioner 
may establish by regulation an accept­
able alternative method of disseminating 
such information to the public, e.g., a 
type size smaller than one-sixteenth inch 
in height, or labeling attached to or in­
serted in the package or available at the 
point of purchase. A petition requesting 
such a regulation, as an amendment to 
this paragraph shall be submitted pursu­
ant to Part 2 of this chapter.
§ 101.3 Identity labeling o f  food in 

packaged form.
(a) The principal display panel of a 

food in package form shall bear as one 
of its principal features a statement of 
the identity of the commodity.

(b) Such statement of identity shall be 
in terms of:

(1) The name now or hereafter speci­
fied in or required by any applicable 
Federal law or regulation; or, in the ab­
sence thereof,

(2) The common or.usual name of the 
food; or, in the absence thereof,

(3) An appropriately descriptive term, 
or when the nature of the food is obvious, 
a fanciful name commonly used by the 
public for such food.

(c) Where a food is marketed in vari­
ous optional forms (whole, slices, diced, 
etc.), the particular form shall be con­
sidered to be a necessary part of the 
statement of identity and shall be de­
clared in letters of a type size bearing 
a reasonable relation to the size of the 
letters forming the other components of 
the statement of identity; except that if 
the optional form is visible through the 
container or is depicted by an appropri­
ate vignette, the particular form need 
not be included in the statement. This 
specification does not affect the required 
declarations of identity under definitions 
and standards for foods promulgated 
pursuant to section 401 of the act.

(d) This statement of identity shall be 
presented in bold type on the principal 
display panel, shall be in a size rea­
sonably related to the most prominent 
printed matter on such panel, and shall 
be in lines generally parallel to the base 
on which the package rests as it is de­
signed to be displayed.

(e) Under the provisions of section 
403(c) of the Federal Food, Drug, and 
Cosmetic Act, a food shall be deemed 
to be misbranded if it is an imitation of 
another food unless its label bears, in 
type of uniform size and prominence, the
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word “imitation” and, immediately 
thereafter, the name of the food imitated.

(1) A food shall be deemed to be an 
imitation and thus subject to the re­
quirements of section 403(c) of the act 
if it is a substitute for and resembles 
another food, but is nutritionally inferior- 
to that food.

(2) A food that is a substitute for and 
resembles another food shall not be 
deemed to be an imitation provided it 
meets each of the following require­
ments:

(i) It is not nutritionally inferior to 
the food for which it substitutes and 
which it resembles.

(ii) Its label bears a common or usual 
name that complies with the provisions 
of § 102.5 of this chapter and that is not 
false or misleading, or in the absence of 
an existing common or usual name, an 
appropriately discriptiye term that is not 
false or misleading. The label may, in ad­
dition, bear a fanciful name which is 
not false or misleading.

(31 A food for which a common or 
usual name is established by regulation 
(e.g., in a standard of identity pursuant 
to section 401 of the act, in a common 
or usual name regulation pursuant to 
Part 102 of this chapter, or in a regula­
tion establishing a nutritional quality 
guideline pursuant to Part 104 of this 
chapter), and which complies with all of 
the applicable requirements of such reg- 
ulation(s), shall not be deemed to be an 
imitation.

(4) Nutritional inferiority includes: 
(i) Any reduction in the content of an 
essential nutrient that is present in a 
measurable amount, but does not include 
a reduction in the caloric or fat content 
provided the food is labeled pursuant to 
the provisions of § 101.9, and provided 
the labeling with respect to any reduction 
in caloric content complies with the pro­
visions applicable to caloric content in 
Part 105 of this chapter.

(ii) For the purpose of this section, a 
measurable amount of an essential nutri­
ent in a food shall be considered to be 2 
percent or more of the U.S. RDA of pro­
tein or any vitamin or mineral listed un­
der § 105.3(b) of this chapter per aver­
age or usual serving, or where the food 
is customarily not consumed directly, 
per average or usual portion, as estab­
lished in § 101.9.

(iii) If the Commissioner concludes 
that a food is a substitute for and re­
sembles another food but is inferior to 
the food imitated for reasons other than 
thosé set forth in this paragraph, he may 
propose appropriate revisions to this reg­
ulation or he may propose a separate 
regulation governing the particular food.

(f) A label may be required to bear the 
percentage(s) of a characterizing ingre­
dient (s) or information concerning the 
presence or absence of an ingredient(s) 
or the need to add an ingredient(s) as 
part of the common or usual name of the 
food pursuant to Subpart B of Part 102 
of this chapter.
(Secs. 403, 701(a), 52 Stat. 1047-1048, as 
amended, 1055 (21 U.S.C. 343, 371 (a )).

§ 101.4 Food; designation o f ingre­
dients.

(a) Ingredients required to be declared 
on the label of a food, including foods 
that comply with standards of identity 
that require labeling in compliance with 
this Part 101, except those exempted by 
§ 101.100, shall be listed by common or 
usual name in descending order of pre­
dominance by weight on either the prin­
cipal display panel or the information 
panel in accordance with the provisions 
of § 101.2.

(b) The name of an ingredient shall 
be a specific name and not a collective 
(generic) name, except that:

(1) Spices, flavorings, colorings and 
chemical preservatives shall be declared 
according to the provisions of § 101.22.

(2) An ingredient which itself contains 
two or more ingredients and which has 
an established common or usual name, 
conforms to a standard established pur­
suant to the Meat Inspection or Poultry 
Products Inspection Acts by the U.S. De­
partment of Agriculture, or conforms to 
a definition and standard of identity es­
tablished pursuant to section 401 of the 
Federal Food, Drug, and Cosmetic Act, 
shall be designated in the statement of 
ingredients on the label of such food by 
either of the following alternatives:

(i) By declaring the established com­
mon or usual name of the ingredient 
followed by a parenthetical listing of all 
ingredients contained therein in de­
scending order of predominance except 
that, if the ingredient is a food subject 
to a definition and standard of identity 
established in this Subchapter B, only 
the ingredients required to be declared 
by the definition and standard of iden­
tity need be listed; or

(ii) By incorporating into the state­
ment of ingredients in descending order 
of predominance in the finished food, the 
common or usual name of every com­
ponent of the ingredient without listing 
the ingredient itself.

(3) Skim milk, concentrated skim milk, 
reconstituted skim milk, and nonfat dry 
milk may be declared as “skim milk” or 
"nonfat milk”.

(4) Milk, concentrated milk, reconsti­
tuted milk, and dry whole milk may be 
declared as “milk”.

(5) Bacterial cultures may be declared 
by the word “cultured” followed by the 
name of the substrate, e.g., “made from 
cultured skim milk or cultured butter­
milk”.

(6) Sweetdream buttermilk, concen­
trated sweetcream buttermilk, reconsti­
tuted sweetcream buttermilk, and dried 
sweetcream buttermilk may be declared 
as “buttermilk”.

(7) Whey, concentrated whey, recon­
stituted whey, and dried whey may be 
declared as “whey”.

(8) Cream, reconstituted c r e a m ,  dried 
cream, and plastic cream (sometimes 
known as concentrated milk fat) may be 
declared as “cream”.

(9) Butteroil and anhydrous butterfat
may be declared as “butterfat”.
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(10) Dried whole eggs, frozen whole 

eggs, and liquid whole eggs may be de­
clared as “eggs”.

(11) Dried egg whites, frozen egg 
whites, and liquid egg whites may be 
declared as “egg whites”.

(12) Dried egg yolks, frozen egg yolks, 
and liquid egg yolks may be declared as 
“egg yolks”.

(13) [Reserved]
(14) Each individual fat and/or oil 

ingredient of a food intended for human 
consumption shall be declared by its 
specific common or usual name (e.g., 
“beef fa t”, “cottonseed oil”) in its order 
of predominance in the food except that 
blends of fats and/or oils may be desig­
nated in their order of predominance in
the food as “___ shortening” or “blend
o f -----oils”, the blank to be filled in
with the word “vegetable”, “animal”, 
“marine”, with or without the terms 
“fat” or “oils”, or combination of these, 
whichever is applicable if, immediately 
following the term, the common or usual 
name of each individual vegetable, ani­
mal, or marine fat or oil is given in 
parentheses, e.g., “vegetable oil short­
ening (soybean and cottonseed oil>”. 
For products that are blends of fats 
and/or oils and for foods in which fats 
and/or oils constitute the predominant 
ingredient, i.e., in which the combined 
weight of all fa t and/or oil ingredients 
equals or exceeds the weight of the most 
predominant ingredient that is not a 
fat or oil, the listing of the common or 
usual names of such fats and/or oils in 
parentheses shall be in descending order 
of predominance. In all other foods 
in which a blend of fats and/or oils 
is used as an ingredient, the listing of 
the common or usual names in paren­
theses need not be in descending order 
of predominance if the manufacturer, 
because of the use of varying mixtures, 
is unable to adhere to a constant pattern 
of fats and/or oils in the product. If 
the fat or oil is completely hydrogenated, 
the name shall include the term
“saturated”, or if partially hydrogenated, 
the name shall include the term
“partially saturated”. Fat and/or oil in­
gredients not present in the product may 
be listed if they may sometimes be used 
in the product. Such ingredients shall be 
identified by words indicating that they 
may not be present, such as “or”, “and/ 
or”, “contains one or more of the fol­
lowing:”, e.g., “vegetable oil shortening 
(contains one or more of the following: 
cottonseed oil, palm oil, soybean oil) ”, 
No fat or oil ingredient shall be listed 
unless actually present if the fats and/ 
or oils constitute the predominant in­
gredient of the product, as defined in 
this paragraph (b)(14).

(15) When all the ingredients of a 
wheat flour are declared in an ingredient 
statement, the principal ingredient of 
the flour shall be declared by the 
name(s) specified in §§ 137.105, 137.200, 
137.220 and 137.225 of this chapter, i.e., 
the first ingredient designated in the in­
gredient list of flour, or bromated flour, 
or enriched flour, or self-rising flour is 
^flour”, “white flour”, “wheat flour”, or 
plain flour”; the first ingredient desig­

nated in the ingredient list of durum

flour is “durum flour”; the first ingredi­
ent designated in the ingredient list of 
whole wheat flour, or bromated whole 
wheat flour is “whole , wheat flour”, 
“graham flour”, or “entire wheat flour”; 
and the first ingredient designated in the 
ingredient list of whole durum wheat 
flour is “whole durum wheat flour”.

(c) When water is added to recon­
stitute, completely or partially, an in­
gredient permitted by paragraph (b) of 
this section to be declared by a class 
name, the position of the ingredient class 
name in the ingredient statement shall 
be determined by the weight of- the un- 
reconstituted ingredient plus the weight 
of the quantity of water added to re­
constitute that ingredient, up to the 
amount of water needed to reconstitute 
the ingredient to single strength. Any 
water added in excess of the amount of 
water needed to reconstitute the ingredi­
ent to single strength shall be declared 
as “water” in the ingredient statement1.
§ 101.5 Food; name and place o f  busi­

ness o f manufacturer, packer, or 
distributor.

(a) The label of a food in packaged 
form shall specify conspicuously the 
name and place of business of the manu­
facturer, packer, or distributor.

(b) The requirement for declaration of 
the name of the manufacturer, packer, or 
distributor shall be deemed to be satisfied, 
in the case of a corporation, only by the 
actual corporate name, which may be 
preceded or followed by the name of the 
particular division of the corporation. In 
the case of an individual, partnership, or 
association, the name under which the 
business is conducted shall be used.

(c) Where the food is not manufac­
tured by the person whose name appears 
on the label, the name shall be qualified 
by a phrase that reveals the connection 
such person has with such food; such as 
“Manufactured fo r__________ ”, “Dis­
tributed b y ____ ______ ”, or any other
wording that expresses the facts.

(d) The statement of the place of 
business shall include the street address, 
city, State, and ZIP code; however, the 
street address may be omitted if it is 
shown in a current city directory or tele­
phone directory. The requirement for 
inclusion of the ZIP code shall apply 
only to consumer commodity labels de­
veloped or revised after the effective date 
of this section. In the case of noncon­
sumer packages, the ZIP code shall ap­
pear either on the label or the labeling 
(including invoice).

(e) If a person manufacturers, packs, 
or distributes a food at a place other than 
his principal place of business, the label 
may state the principal place of business 
in lieu of the actual place where such 
food was manufactured or packed or is 
to be distributed, unless such statement 
would be misleading.
§ 101.6 Label designation o f ingredients 

for standardized foods.
(a) There is significant consumer in­

terest that the labels of standardized 
foods bear complete information on the 
ingredients contained in the food. In  the 
absence of legal authority to require that 
the label bear such information, the Food

and Drug Administration encourages all 
manufacturers, packers, and distributors 
to voluntarily make such disclosure.

(b) The Food and Drug Administra­
tion intends to amend the definitions and 
standards of identity of food by setting 
into motion as rapidly as possible the 
provisions of section 401 of the act to 
require label declaration of all optional 
ingredients with the exception of op­
tional spices, flavorings, and colorings 
which may continue to be designated as 
such without specific ingredient declara­
tion.

(c) Statutory authority does not exist 
to require the declaration of mandatory 
ingredients on the label of standardized 
foods.

(d) The requirement (set forth in some 
of the definitions and standards of iden­
tity for food) that designated optional 
ingredients such as spices, flavorings, 
colorings, emulsifiers, flavor enhancers, 
stabilizers, preservatives, and sweeteners 
be declared in a specified manner on the 
label wherever the name of the standard­
ized food appears on the label so con­
spicuously as to be easily seen under cus­
tomary conditions of purchase shall not 
apply to any manufacturer, packer, or 
distributor of a standardized food who 
voluntarily labels such food in the man­
ner indicated by section 403 (i) of the act 
/21 U.S.C. 343(i)), and the regulations 
promulgated thereunder, and who other­
wise complies with such definition and 
standard. Words and statements that 
significantly differentiate between sev­
eral foods complying with the same 
standard by describing the optional 
forms or varieties, the packing medium, 
and significant characterizing ingredi­
ents present in the food, shall continue 
to be declared in the manner as required 
by the particular standard.
§ 101.8 Labeling o f food with number 

o f servings.
(a) The label of any package of a food 

which bears a representation as to the 
number of servings contained in such 
package shall bear in immediate con­
junction with such statement, and in the 
same size type as is used for such state­
ment, a statement of the net quantity 
(in terms of weight, measure, or numeri­
cal count) of each such serving; however, 
such statement may be expressed in 
terms that differ from the terms used in 
the required statement of net quantity 
of contents (for example, cupfuls, table­
spoonfuls, etc.) when such differing term 
is common to cookery and describes a 
constant quantity. Such statement may 
not be misleading in any particular. A 
statement of the number of units in a 
package is not in itself a statement of 
the number of servings.

(b) If there exists a voluntary prod­
uct standard promulgated pursuant to 
the procedures found in 15 CFR Part 10 
by the Department of Commerce, quan­
titatively defining the meaning of the 
term “serving” with respect to a par­
ticular food, then any label representa­
tion as to the number of servings in such 
packaged food shall correspond with 
such quantitative definition. (Copies of 
published standards are available upon 
request from the National Bureau of
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Standards, Department of Commerce, 
Washington, DC 20234.)
§ 101.9 Nutrition labeling o f  food.

(a) Nutrition information relating to 
food may be included on the label and 
in the labeling of a product: Provided, 
That it conforms to the requirements of 
this section. Except as provided in para­
graph (h) of this section, inclusion of 
any added vitamin, mineral, or protein 
in a product or of any nutrition claim 
or information, other than sodium con­
tent, on a label or in advertising for a 
food subjects the label to the require­
ments of this section, and in labeling 
for a food subjects the label and that 
labeling to the requirements of this sec­
tion.

(1) Solicitation of requests for nutri­
tion information by a statement “For
nutrition information write t o ______
___________ ” on the label or in the
labeling or advertising for a food, or pro­
viding such information in a direct writ­
ten reply to a solicited or unsolicited 
request, does not subject the label or the 
labeling to the requirements of this sec­
tion if no other nutrition claim is made 
on the label or in other labeling or ad­
vertising, if the reply to the request con­
forms to the requirements of this sec­
tion, and if no vitamin, mineral, or pro­
tein is added to the food.

(2) If any vitamin and/or mineral is 
added to a food so that a single serving 
provides 50 percent or more of the U.S. 
Recommended Daily Allowance (U.S. 
RDA) for adults and children 4 years or 
more of age, as specified in § 105.3 of this 
chapter, of any one of the added vi­
tamins and/or minerals, unless such ad­
dition is permitted or required in other 
regulations, e.g., a standard of identity 
or nutritional quality guideline, or is 
otherwise exempted by the Commissioner 
the food shall conform to the standard 
or identity set forth in § 105.85 of this 
chapter, and shall also conform to the 
labeling established in § 105.85 of this 
chapter, except that the labeling estab­
lished in paragraph (c) of this section 
including the order for listing vitamins 
and minerals established in paragraph
(c) (7) (iv) of this section, shall be used 
in lieu of the labeling established in 
§ 105.85 (i) (1) of this chapter.

(b) All nutrient quantities (including 
vitamins, minerals, calories, protein, car­
bohydrate, and fat) shall be declared in 
relation to the average or usual serving 
or, where the food is customarily not 
consumed directly, in relation to the 
average or usual portion. Another col­
umn of figures may be used to declare 
the nutrient quantities in relation to 
the average or usual amount consumed 
on a daily basis, in the same format re­
quired in paragraph (c> of this section 
for the serving (portion), where reliable 
data have established that the food is 
customarily consumed more than once 
during the day and the average or usual 
amount so consumed.

(1) The term “serving” means that 
reasonable quantity of food suited for 
or practicable of consumption as part of 
a meal by an adult male engaged in light

physical activity, or by an infant or child 
under 4 years of age when the article 
purports or is represented to be for con­
sumption by an infant or child under 4 
years of age. The term “portion” means 
the amount of a food customarily used 
only as an ingredient in the prepara­
tion of a meal component (e.g., Vz cup 
flour, y2 tablespoon cooking oil or Yt cup 
tomato paste). A label statement regard­
ing a serving (portion) shall be in terms 
of a convenient unit of such food or a 
convenient unit of measure that can be 
easily identified as an average or usual 
serving (portion) and can be readily 
understood by purchasers of such food 
(e.g., a serving (portion) may be ex­
pressed in slices, cookies, or wafers; or 
in terms of ounces, fluid ounces, tea­
spoonfuls, tablespoonfuls, or cupfuls).

(2) A teaspoonful shall be considered 
to mean 5 milliliters (approxirr^ately one- 
sixth fluid ounce) in volume; a table­
spoon shall be considered to mean 15 
milliliters (approximately one-half fluid 
ounce) in volume; and a cupful shall be 
considered to mean 240 milliliters (ap­
proximately 8 fluid ounces) in volume. 
The weight of the serving (portion) may 
also be expressed in grams.

(3) The declaration of nutrient quan­
tities shall be on the basis of the food 
as packaged. Another column of figures 
may be used to declare the nutrient 
quantities on the basis of the food as 
consumed after cooking or other prep­
aration, in the same format required 
in paragraph (c) of this section for the 
food alone: Provided, That the specific 
method of cooking or other preparation 
shall be disclosed in a prominent state­
ment immediately following the infor­
mation required by paragraph (c) of 
this section.

(c) The declaration of nutrition in­
formation on the label and in labeling 
shall contain the following information 
in the following order, using the head­
ings specified, under the overall heading 
of “Nutrition Information Per Serving 
(Portion).” The terms “Per Serving 
(Portion)” are optional and may follow 
or be placed directly below the terms 
“Nutrition Inf ormation.”

(1) “Serving (portion) size”: A state­
ment of the serving (portion) size.

(2) “Servings (portions) per contain­
er”: The number of servings (portions) 
per container.

(3) “Caloric content” or “Calories”: A 
statement of the caloric content per serv­
ing (portion), expressed to the nearest 
2-calorie increment up to and including 
20 calories, 5-calorie increment above 
20 calories and up to and including 50 
calories, and 10-calorie increment above 
50 calories. Caloric content shall be 
determined by the Atwater method as 
described in A. L. Merrill and B. K. Watt, 
“Energy Value of Foods—Basis and 
Derivation,” USDA Handbook 74 (1055) /  
Caloric content may be calculated on 
the basis of 4, 4, and 9 calories per gram

1 Copies may be obtained from: Division of 
Nutrition (HFF-260), Bureau of Foods, Food 
and Drug Administration, 200 C Street SW., 
Washington, D.C. 20204.

for protein, carbohydrate, and fat re­
spectively unless the use of these values 
gives a caloric value more than 20 per­
cent greater than the caloric value ob­
tained when using the more accurate 
values determined by use of the Atwater 
method as found in ÜSDA Handbook 74 
(1955) /

(4) “Protein content” or “Protein” : A 
statement of the number of grams of 
protein in a serving (portion) » expressed 
to the nearest gram. Protein content may 
be calculated on the basis of the factor 
of 6.25. times the nitrogen content of the 
food as determined by the appropriate 
method of analysis of the Association of 
Official Analytical Chemists, 11th edi­
tion, 1970,® except when the official pro­
cedure for a specific food requires an­
other factor.

(5) “Carbohydrate content” or “Car­
bohydrate”; A statement of the number 
of grams of carbohydrate in a serving 
(portion) expressed to the nearest gram.

(6) “Fat content” or “Fat”: A state­
ment Of the number of grams of fat in a 
serving (portion) expressed to the near­
est gram. Fatty acid composition, choles­
terol content, and sodium content may 
also be declared in compliance with 
§§ 101.25 and 105.69 of this chapter.

(1) When fatty acid composition is 
declared, the information on fatty acids 
required by § 101.25(c) shall be placed on 
tiie label immediately following the state­
ment of fat content. The declaratory in­
formation statement required by § 101.25
(d) shall be placed either immediately 
following the . statement on fat and 
fatty acids or shall be appropriately ref­
erenced by symbol and placed immedi­
ately following the completed nutrition 
information statement.

(ii) When cholesterol content is de­
clared, the information on cholesterol 
required by § 101.25(b) shall immediately 
follow the statement on fa t content (and 
fatty acids, if stated). The declaratory 
information statement required by 
§ 101.25(d) shall be placed either im­
mediately following the statement on 
cholesterol or shall: be appropriately ref­
erenced by symbol and placed immedi­
ately following the completed nutrition 
information statement.

(iii) When both fatty acid and cho­
lesterol information are provided, the 
declaratory information statement may 
be combined as permitted by § 101.25(d).

(iv) When sodium is declared, the in­
formation on sodium required by § 105.69 
of this chapter shall be placed on the 
label immediately following the state­
ment on fa t content (and fatty acid and/ 
or cholesterol, if stated).

(7) “Percentage of U.S. Recommended 
Daily Allowances (U.S. RDA)”: A state­
ment of the amount per serving (portion) 
of the protein, vitamins, and mineraß, 
as described in this paragraph (c) (7), 
expressed in percentage of the U.S. Rec­
ommended Daily Allowance (U.S, RDA) •

(i) The percentages shall be expressed 
in 2-percent increments up to and in-

* Copies may be obtained' from: Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C. 
20044.
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eluding the 10-percent level, 5-percent 
increments above 10 percent and up to 
and including the 50-percent level, and 
10-percent increments above the 50-per­
cent level. Nutrients present in amounts 
less than 2 percent of the U.S. RDA may 
be indicated by a zero, or by an asterisk 
referring to another asterisk placed at 
the bottom of the table and followed by 
the statement “contains less than 2 per­
cent of the U.S. RDA of this (these) nu­
trient (nutrients).” However, when a 
product contains less than 2 percent of 
the U.S. RDA for each of five or more of 
the eight nutrients specified in paragraph
(e) (7) (iii) of this section, the manu­
facturer or distributor may choose to 
declare no more than three of those nu­
trients and none of the remainder listed 
in paragraph (c) (7) (iv) of this section. 
The statement “contains less than 2 per­
cent of the U.S. RDA of __ ___list­
ing whichever of the eight nutrients are 
present at less than 2 percent of the 
U.S. RDA and have not been declared, 
shall directly follow the declared nutrient 
in the same type size. Any nutrient de­
clared shall always appear in the order 
established in paragraph (c) (7) (iv) of 
this section.

(ii) The declaration of protein, which 
shall come first, shall be a statement of 
the amount per serving (portion) of pro­
tein, expressed as a percentage of the 
U.S. RDA.

(a) The U.S. RDA of the protein in a 
food product is 45 grams if the protein 
efficiency ration (PER) of the total pro­
tein in the product is equal to or greater 
than that of casein, and 65 grams if 
the PER of the total protein in the prod­
uct is less than that of casein. The per­
centage of the U.S. RDA shall be declared 
a? described in paragraph (ç) (7) (i) of 
this section. .

(b) Total protein with a PER less than 
20 percent of the PER of casein may not 
be stated on the label in terms of per­
centage U.S. RDA, and the statement of 
protein content in grams per serving 
(portion) under paragraph <(c) (4) of 
this section shall be modified by the 
statement “not a significant source of 
protein” immediately adjacent to the 
protein content statement regardless of 
the actual amount of protein present.

(iii) The declaration of vitamins and 
minerals as a percent of the U.S. RDA 
which shall follow the protein declara­
tion, shall include vitamin A, vitamin C, 
thiamine, riboflavin, niacin, calcium, and 
iron, in that order, and shall include any 
of the other vitamins and minerals listed 
in paragraph (c)(7)(iv) of this section 
when they are added and may list any 
of the other vitamins and minerals listed 
in paragraph (c) (7) (iv) of this section 
when they are naturally occurring in the 
order listed therein.

(iv) The following U.S. Recommended 
Daily Allowances (U.S. RDA) and no­
menclature are established for these vi­
tamins and minerals, essential in human 
nutrition:
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Vitamin A, 5,000 International Units.
Vitamin C, 60 milligrams.''
Thiamine, 1.5 milligrams.3 
Riboflavin, 1.7 milligrams.3 
Niacin, 20 milligrams.
Calcium, 1.0 gram.
Iron, 18 milligrams.
Vitamin D, 400 International Units.
Vitamin E, 30 International Units.
Vitamin Be, 2.0 milligrams.
Folic acid, 0.4 milligrams.
Vitamin Bia, 6 micrograms.
Phosphorus, 1.0 gram.
Iodine, 150 micrograms.
Magnesium, 400 milligrams.
Zinc, 15 milligrams.
Copper, 2 milligrams.
Biotin, 0.3 milligram.
Pantothenic acid, 10 milligrams.
These nutrients and levels have been 
derived by the Pood and Drug Adminis­
tration from the “Recommended Dietary 
Allowances,” published by the Food and 
Nutrition Board, National Academy of 
Sciences-National Research Council, 
and are subject to amendment from time 
to time as more information on human 
nutrition becomes available.
-  (v) No claim may be made that a food 
is a significant source of a nutrient unless 
that nutrient is present in the food at a 
level equal to or in excess of 10 percent 
of the U.S. RDA in a serving (portion). 
No claim may be made that a food is nu­
tritionally superior to another food un­
less it contains a t least 10 percent more 
of the U.S. RDA of the claimed nutrient 
per serving (portion).

(d) Products with separately pack­
aged ingredients or to which other in­
gredients are added by the User may be 
labeled as follows:

(1) If a product is comprised of two 
or more separately packaged ingredients 
enclosed in an outer container, nutri­
tion labeling of the total product shall 
be located on the outer container to 
provide information for the consumer at 
the point Of purchase. However, when 
two or more food products are simply 
combined together in such a manner 
that no outer container is used, or no 
outer label is available, each product 
shall have its own nutrition informa­
tion, e.g., two boxes taped together or 
two cans combined in a clear plastic 
overwrap.

(2) If a food is commonly combined 
with another ingredient (s) before eat­
ing and directions for such combina­
tion are provided, another column of 
figures may be used to provide a list of 
the nutrient contents for the final com­
bination in the same format required 
in paragraph (c) of this section for 
the food alone (e.g., a dry ready-to- 
eat cereal may be described with one

■Thé following synonyms may be added in 
parentheses Immediately following the name 
of the vitamin:

Vitamin C _____ - ____ Ascorbic acid
Folic acid_________ _________ Folacin
Riboflavin___ ___ _____ _ Vitamin Ba
T hiam ine__ ____ Vitamin Bĵ
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set of percentage-U.S. RDA values for 
the cereal as sold (per ounce) , and an­
other set for the cereal and milk as sug­
gested in the label (per ounce of cerèal 
and one-half cup of vitamin D fortified 
whole milk) ; and a cake mix may be 
labeled with one set of percentage U.S. 
RDA values for the dry mix (per serv­
ing), and another set for a serving of 
the final cake when prepared). The type 
and quantity of the other ingredient(s) 
to be added by the user to the product 
shall be specified.

(e) Compliance with this section shall 
be determined as follows :

(1) A collection of primary containers 
or units of the same size, type, and style 
produced under conditions as nearly uni­
form as possible, designated by a comr 
mon container code or marking, or in 
the absence of any common container 
code or marking a day’s production, con­
stitutes a “lot.” ’

(2) The sample for nutrient analysis 
shall consist of a composite of 12 sub­
samples (consumer units), taken one 
from each of 12 different randomly 
chosen shipping cases, to be representa­
tive of a lot. Composites shall be analyzed 
by Association of Official Analytical 
Chemists (AOAC) methods where avail­
able or, if no AOAC method is avail­
able, by reliable and appropriate analyti­
cal procedures. Alternative methods of 
analysis may be submitted to the Pood 
and Drug Administration to determine 
their acceptability.

(3) Two classes of nutrients are de­
fined for purposes of compliance:
Class I. Added nutrients in fortified or fabri­

cated foods.
Class II. Naturally occurring (indigenous)

nutrients.
If any ingredient which contains a nat­
urally occurring (indigenous) nutrient is 
added to a food, the total amount of such 
nutrient in the final food product is 
subject to Class n  requirements unless 
the sanie nutrient is also added.

(4) A food with a label declaration 
of a vitamin, mineral, or protein shall 
be deemed to be misbranded under sec­
tion 403(a) of the act unless it meets the 
following requirements :

(i) Class I vitamin, mineral, or pro­
tein. The nutrient content of the com­
posite is at least equal to the value for 
that nutrient declared on the label.

(ii) Class II vitamin, mineral, or pro­
tein. The nutrient content of the com­
posite is a t least equal to 80 percent of 
the value for that nutrient declared on 
the label.
Provided, That no regulatory action will 
be based on a determination of a nu­
trient value which falls below this level 
by a factor less than the variability gen­
erally recognized for the analytical 
method used in that food at the level 
involved.

(5) A food with a label declaration of 
calories, carbohydrates, or fat shall be 
deemed to be misbranded under section
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403(a) of the act unless the nutrient 
content of the composite is no greater 
than 20 percent in excess of the value 
for that nutrient declared on the label.

(6) Reasonable excesses of a  vitam in, 
m ineral, or protein over labeled amounts 
are acceptable w ithin  good m anufactur­
ing practices. Reasonable deficiencies of 
calories or fa t  under labeled am ounts 
are acceptable w ithin  good m anufactur­
ing practices.

(f) Nutrition information provided by 
a manufacturer or distributor directly to 
professionals (e.g., physicians, dietitians, 
educators) may vary from the require­
ments of this section but shall also con­
tain or have attached to it the nutrition 
information exactly as required by this 
section.

(g) The location of nutrition infor­
mation on a label shall be in compliance 
with § 101.2.

(h) The following foods are exempt 
from this section or are subject to special 
labeling requirements:

(1) (i) Except where expressly cov­
ered by § 105.65 of this chapter, infant, 
baby, and junior-type food promoted for 
infants and children under 4 years of age 
shall include nutrition information on 
the label and in labeling in compliance 
with this section, except that the U.S. 
Recommended Daily Allowance (U.S. 
RDA) levels for infants from birth to 12 
months of age or for children under 4 
years of age contained in § 105.3(b) of 
this chapter shall be used in lieu of the 
U.S. RDA levels contained in paragraph
(c) (7) (iv) of this section.

(ii) Both the U.S. RDA levels for in­
fants from birth to 12 months of age and 
the U.S. RDA values for children under 
4 years of age may be declared for foods 
represented or intended for use by both 
infants and children under 4 years of 
age. If such dual declaration is used on 
any label, it shall also be included in all 
labeling, and equal prominence shall be 
given to both values in all promotional 
material. .

(iii) For the purposes of labeling these 
foods with a percent of the U.S. RDA for 
protein for infants, a value of 18 grams 
of protein shall be the U.S. RDA value 
for protein with a protein efficiency ratio 
(PER) equal to or greater than casein, 
and 25 grams if the PER of the protein is 
less than the PER of casein but greater 
than 40 percent of casein. For purposes 
of labeling foods for children under 4 
years of age with a percent of the U.S. 
RDA for protein, a value of 20 grams of 
protein shall be the U.S. RDA value for 
protein with a PER equal to or greater 
than casein, and 28 grams if the PER of 
the protein is less than the PER of casein 
but greater than 20 percent of casein.

(iv) Total protein with a PER less than 
40 percent of the PER of casein may not 
be stated on the label in terms of per­
centage U.S. RDA for infants, and the 
statement of protein content in grams 
per serving under paragraph (c) (4) of 
this section shall be modified by the 
statement “not a significant source of 
protein for infants” immediately adja­
cent to the protein content statement re­
gardless of the actual amount of protein 
present.
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(2) Dietary supplements, the nutrients 
of which consist solely of vitamins and/ 
or minerals, shall be labeled in compli­
ance with §§ 105.77 and 105.85 of this 
chapter, except that the labeling of a 
dietary supplement in food form, e.g., a 
breakfast cereal, shall conform to the 
labeling established in paragraph (c) of 
this section, including the order for list­
ing vitamins and minerals established in 
paragraph (c) (7) (iv) of this section, in 
lieu of the labeling established in § 105.85
(i) (1) of this chapter.

(3) Any food represented for use as 
the sole item of the diet shall be labeled 
in compliance with Part 105 of this 
chapter.

(4) Foods represented for use solely 
under medical supervision to meet nutri­
tional requirements in specific medical 
conditions shall be labeled in compliance 
with Part 105 of this chapter.

(5) Iodized salt shall be labeled in com­
pliance with § 100.155 of this chapter and 
when used in a food does not subject that 
food to labeling under this section if it 
is declared in the ingredient statement by 
its name (iodized salt) and neither iodine 
nor iodized salt is otherwise referred to 
on the label or in labeling or advertising,

(6) A nutrient(s) included in food 
solely for technological purposes may be 
declared solely in the ingredient state­
ment, without complying with this sec­
tion, if the nutrient(s) is otherwise not 
referred to on the label or in labeling 
or in advertising.

(7) A standardized food containing an 
added nutrient(s), e.g., enriched flour, 
and included in another food as a com­
ponent may be declared in the ingredient 
statement by its standardized name, 
without compliance with this section, if 
neither the nutrient (s) nor the compo­
nent is otherwise referred to on the label 
or in labeling or in advertising.
- (8) Food products shipped in bulk form 

for use solely in the manufacture of other 
foods and not for distribution to con­
sumers in such bulk form or container.

(9) Food products containing an added 
vitamin, mineral, or protein, or for which 
a nutritional claim is made on the label 
or in labeling or in advertising, which are 
supplied for institutional food service 
use only: Provided, That the manufac­
turer or distributor provides the nutri­
tion information required by this section 
directly to those institutions on a cur­
rent basis.

(10) Fresh fruits and fresh vegetables, 
pending promulgation of specific labeling 
requirements for these products.

(i) A food labeled under the provisions 
of this section shall be deemed to be mis­
branded under sections 201 (n) and 403 
(a) of the act if its labeling represents, 
suggests, or implies:

(1) That the food because of the pres­
ence or absence of certain dietary prop­
erties, is adequate or effective in the pre­
vention, cure, mitigation, or treatment of 
any disease or symptom.

(2) That a balanced diet of ordinary 
foods cannot supply adequate amounts 
of nutrients.

(3) That the lack of optimum nutri­
tive quality of a food, by reason of the
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soil on which that food was grown, is or 
may be responsible for an inadequacy or 
deficiency in the quality of the daily diet.

(4) That the storage, transportation, 
processing or cooking of a food is or may 
be responsible for an inadequacy or de­
ficiency in the quality of the daily diet.

(5) That the food has dietary proper­
ties when such properties are of no sig­
nificant value or need in human nutri­
tion. Ingredients or products such as 
rutin, other bioflayonoids, para-amino- 
benzoic acid, inositol, and similar sub­
stances which have in the past been rep­
resented as having nutritional proper­
ties but which have not been shown to 
be essential in human nutrition may not 
be combined with vitamins and/or min­
erals, added to food labeled in accord­
ance with this section, or otherwise used 
or represented in any way which states 
or implies nutritional benefit. Ingredi­
ents or products of this type may be 
marketed as individual products or mix­
tures thereof: Provided, That the possi­
bility of nutritional, dietary, or thera­
peutic value is not stated or implied, e.g., 
their labeling does not state that their 
usefulness in human nutrition has not 
been established and does not otherwise 
disclaim nutritional, dietary, or ther­
apeutic value.

(6) That a natural vitamin in a food is 
superior to an added or synthetic vita­
min, or to differentiate in any way be­
tween vitamins naturally present from 
those added.
(Secs. 201 (n), 403(a), 701(a), 52 Stat. 1040- 
1042, 1047, 1055; 21 U.S.C. 321 (n), 343(a), 
371(a).)
§ 101.10 Nutrition labeling of restaurant 

foods.
A nutrition claim or nutrition infor­

mation concerning a combination of 
restaurant foods, e.g., the total nutri­
tional value of a meal consisting of a 
hamburger, french fries, and milk shake, 
may be included in advertising and/or in 
labeling (other than labels), without 
causing nutrition information to be re­
quired on the label(s) of each article of 
food: Provided, That complete nutrition 
information for the combination of foods 
(the combination as an entity without 
the nutritional value of each article 
being specified) in the format established 
by § 101.9(c) is effectively displayed to 
the customer both when he orders the 
food and when he consumes the food. 
This statement of policy does not apply 
to food dispensed in automatic vending 
machines..
(Secs. 201, 403, 701(a), 52 Stat. 1040-1042 as 
amended, 1047—1048 as amended, 1055 (21 
U.S.C. 321, 343, 371(a)).)
§ 101.15 Food; prominence o f required 

statements.
(a) A word, statement, or other in­

formation required by or under authority 
of the act to appear on the label may lack 
that prominence and conspicuousness 
required by section 403 (f) of the act by 
reason (among other reasons) of:

(1) The failure of such word, state­
ment, or information to appear on the 
part or panel of the label which is pre-
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sented or displayed under customary 
conditions of purchase;

(2) The failure of such word, state­
ment, or information to appear on two 
or more parts or panels of the label, each 
of which has sufficient space therefor, 
and each of which is so designed as to 
render it likely to be, under customary 
conditions of purchase, the part or panel 
displayed;

(3) The failure of the label to extend 
“ over the area of the container or pack­

age available for such extension, so as to 
provide sufficient label space for the 
prominent placing of such word, stated 
ment, or information;

(4) Insufficiency of label space (for 
the prominent placing of such word, 
statement, or information) resulting 
from the use of label space for any word, 
statement, design, or device which is not 
required by or under authority of the 
act to appear on the label;

(5) Insufficiency of label space (for 
the prominent placing of such word, 
statement, or information) resulting 
from the use of label space to give ma­
terially greater conspicuousness to any 
other word, statement, or information, 
or to any design or device; or

(0) Smallness or style of type in 
which such word, statement, or informa­
tion appears, insufficient background 
contrast, obscuring designs or vignettes, 
or crowding with other written, printed, 
or graphic matter.

(b) No exemption depending on in­
sufficiency of label space, as prescribed 
in regulations promulgated under sec­
tion 403 (e) or (i) of the act, shall apply 
If such insufficiency is caused by:

(1) The use of label space for any 
word, statement, design, or device which 
is not required by or under authority of 
the act to appear on the label;

(2) The use of label space to give 
greater conspicuousness to any word, 
statement, or other information than is 
required by section 403(f) of the act; or

(3) The use of label space for any rep­
resentation in a foreign language.

(c) (1) All words, statements, and 
other information required by or under 
authority of the act to appear on the 
label or labeling shall appear thereon 
in the English language: Provided, how- 
euer, That in the case of articles dis­
tributed solely in the Commonwealth of 
Puerto Rico or in a Territory where the 
predominant language is one other than 
English, the predominant language may 
be substituted for English.

(2) If the label contains any repre­
sentation in a foreign language, all 
words, statements, and other informa­
tion required by or under authority of 
the act to appear on the label shall 
appear thereon in the foreign language: 
Provided, however, That individual 
serving-size packages of foods contain­
ing no more than 1 y2 avoirdupois ounces 
or no more than 1 y2 fluid ounces served 
with meals in restaurants, institutions, 
and passenger carriers and not intended 
for sale at retail are exempt from the re­
quirements of this paragraph (c) (2), if 
the only representation in the foreign 
language (s) is the name of the food.

(3) If any article of labeling (other 
than a label) contains any representa­
tion in a foreign language, all words, 
statements, and other information re­
quired by or under authority of the act 
to appear on the label or labeling shall 
appear on such article of labeling.
§ 101.17 Food labeling warning state­

ments.
(a) Self-pressurized containers. (1) 

The label of a food packaged in a self- 
pressurized container and intended to be 
expelled from the package under pres­
sure shall bear the following warning:

W arning—Avoid spraying in eyes. 
Contents under pressure. Do not punc­
ture or incinerate^ Do not store a t tem­
perature above 120° P. Keep out of reach 
of children.

(2) In the case of products intended 
for use by children, the phrase “except 
under adult supervision” may be added at 
the end of the last sentence in the warn­
ing required by paragraph (a) (1) of this 
section.

(3) In the case of products packaged 
in glass containers, the word “break” 
may be substituted for the word “punc­
ture” in the warning required by para­
graph (a) (1) of this section.

(4) The words “Avoid spraying in 
eyes” may be deleted from the warning 
required by paragraph (a) (1) of this 
section in the case of a product not ex­
pelled as a spray.

(b) Self-pressurized containers with 
halocarbon or hydrocarbon propellants.
(1) In  addition to the warning required 
by paragraph (a) of this section, the la­
bel of a food packaged in a self-pressur­
ized container in which the propellant 
consists in whole or in part of a halo- 
carbon or a hydrocarbon shall bear the 
following warning:

Warning—Use only as directed. Inten­
tional misuse by deliberately concentrat­
ing and inhaling the contents can be 
harmful or fatal.

(2) The warning required by para­
graph (b)(1) of this section is not re­
quired for the following products:

(i) Products expelled in the form of a 
foam or cream, which contain less than 
10 percent propellant in the container.

(11) Products in a container with a 
physical barrier that prevents escape of 
the propellant a t the time of use.

(iii) Products of a net quantity of 
contents of less than 2 ounces that are 
designed to release a measured amount 
of product with each valve actuation.

(iv) Products of a net quantity of 
contents of less than one-half ounce.
§ 101.18 Misbranding o f  food.

(a) Among representations in the 
labeling of a food which render such food 
misbranded is a false or misleading rep­
resentation with respect to another food 
or a drug, device, or cosmetic.

(b) The labeling of a food which con­
tains two or more ingredients may be 
misleading by reason (among other rea­
sons) of the designation of such food in 
such labeling by a name which includues 
or suggests the name of one or more but 
not all such Ingredients, even though the 
names of all such Ingredients are stated 
elsewhere in the labeling.

(c) Among: representations in the la­
beling of a food which render such food 
misbranded is any representation that 
expresses or implies a geographical ori­
gin of the food or any ingredient of thè 
food except when such representation is 
either:

(1) A truthful representation of geo­
graphical origin.

(2) A trademark or trade name pro­
vided that as applied to the article In 
question its use is not deceptively mis- 
descriptive. A trademark or trade name 
composed in whole or in part óf geo­
graphical, words shall not be considered 
deceptively misdescriptive if it :

(1) Has been so long and exclusively 
used by a manufacturer or distributor 
that it is generally understood by the 
consumer to mean the product of a par­
ticular manufacturer or distributor; or

(ii) Is so arbitrary or fanciful that it 
is not generally understood by the con­
sumer to suggest geographic origin.

(3) A part of the name required by 
applicable Federal law or regulation.

(4) A name whose market significance 
is generally understood by the consumer 
to connote a particular class, kind, type, 
or style of food rather than to indicate 
geographical origin.

Subpart B— Specific Food Labeling 
Requirements

§ 101.22 Foods; labeling o f spices, fla­
vorings, colorings and chemical pre­
servatives.

(a) (1) The term “artificial flavor” or 
“artificial flavoring” means any sub­
stance, the function of which is to im­
part flavor, which is not derived from a 
spice, fruit or fruit juice, vegetable or 
vegetable juice, edible yeast, herb, bark, 
bud, root, leaf or similar plant material, 
meat, fish, poultry, eggs, daily products, 
or fermentation products thereof. Ar­
tificial flavor includes the substances 
listed in §§ 172.515(b) and 182.60 of this 
chapter except where these are derived 
from natural sources.

(2) The term “spice” means any aro­
matic vegetable substance in the whole, 
broken, or ground form, except for those 
substances which have been traditionally 
regarded as foods, such as onions, garlic 
and celery; whose significant function in 
food is seasoning rather than nutri­
tional; that is true to name; and from 
which no portion of any volatile oil or 
other flavoring principle has been re­
moved. Spices include the spices listed 
in § 182.10 of this chapter, such as the 
following:
Allspice Marjoram
Anise Mustard flour
Basil Nutmeg
Bay leaves Oregano
Caraway seed Paprika
Cardamon Parsley
Celery seed Pepper, black
Chervil Pepper, white
Cinnamon Pepper, red
Cloves Rosemary
Coriander Saffron
Cumin seed Sage
DiU seed SaVory
Fennel seed Star aniseed
Fenugreek Tarragon
Ginger Thyme
Horseradish Turmeric
Mace
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Paprika, turmeric, and saffron or other 
spices 'which are also colors, shall be 
declared as “spice and coloring” unless 
declared by their common or usual name.

(3) The term “natural flavor” or 
“natural flavoring” means the essential 
oil, oleoresin, essence or extractive, pro­
tein hydrolysate, distillate, or any prod­
uct of roasting, heating or enzymolysis, 
which contains the flavoring constituents 
derived from a spice, fruit or fruit juice, 
vegetable or vegetable juice, edible yeast, 
herb, bark, bud, root, leaf or similar plant 
material, meat, seafood, poultry, eggs, 
dairy products, or fermentation products 
thereof, whose significant function in 
food is flavoring rather than nutritional. 
Natural flavors include the natural es­
sence or extractives obtained from plants 
listed in §§ 182.10, 182.20, 182.30, 182.40, 
and 182.50 of this chapter, and the sub­
stances listed in § 172.510 of this chapter.

(4) The term “artificial color” or “ar­
tificial coloring” means any “color addi­
tive” as defined in 18.1(f) of this 
chapter.

(5) ' The term “chemical preservative” 
means any chemical that, when added to 
food, tends to prevent or retard deterio­
ration thereof, but does not include com­
mon salt, sugars, vinegars, spices, or oils 
extracted from spices, substances added 
to food by direct exposure thereof to wood 
smoke, or chemicals applied for their in­
secticidal or herbicidal properties.

(b) A food which is subject to the re­
quirements of section 403 (k) of the act 
shall bear labeling, even though such 
food is not in package form.

(c) A statement of artificial flavoring, 
artificial coloring, or chemical preserva­
tive shall be placed on the food, or on 
its container or wrapper, or on any two 
or all of these, as may be necessary to 
render such statement likely to be read 
by the ordinary individual under cus­
tomary conditions of purchase and use 
of such food.

(d) A food shall be exempt from com­
pliance with the requirements of section 
403 (k) of the act if it is not in package 
form and the units thereof are so small 
that a statement of artificial flavoring, 
artificial coloring, or chemical preserva­
tive, as the case may be, cannot be placed 
on such units with such conspicuousness 
as to render it likely to be read by the 
ordinary individual under customary 
conditions of purchase and use.

(e) A food shall be exempt while held 
for sale from the requirements of section 
403 (k) of the act (requiring label state­
ment of any artificial flavoring, artificial 
coloring, or chemical preservatives) if 
said food, having been received in bulk 
containers at a retail establishment, is 
displayed to the purchaser with either
(1) the labeling of the bulk container 
plainly in view or (2) a counter card, 
sign, or other appropriate device bearing 
prominently and conspicuously the infor­
mation required to be stated on the label 
pursuant to section 403 (k).

(f) A fruit or vegetable shall be 
exempt from compliance with the re­
quirements of section 403 (k) of the act 
with respect to a chemical preservative 
applied to the fruit or vegetable as a 
pesticide chemical prior to harvest.
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(g) A flavor shall be labeled in the 
following way when shipped to a food 
manufacturer or processor (but not a 
consumer) for use in the manufacture 
of a fabricated food, unless it is a flavor 
for which a standard of identity has been 
promulgated, in which case it shall be 
labeled as provided in the standard:

(1) If the flavor consists of one in­
gredient, it shall be declared by its com­
mon or usual name.

(2) If the flavor consists of two or 
more ingredients, the label either may 
declare each ingredient by its common or 
usual name or may state “All flavor in­
gredients contained in this product are 
approved for use in a regulation of the 
Food and Drug Administration.” Any 
flavor ingredient not contained in one 
of these regulations, and any nonflavor 
ingredient, shall be separately listed on 
the label.

(3) In  cases where the flavor contains 
a solely natural flavor(s), the flavor shall 
be so labeled, e.g„ “strawberry flavor”, 
“banana flavor”, or “natural strawberry 
flavor”. In cases where the flavor con­
tains both a natural flavor and an arti­
ficial flavor, the flavor shall be so labeled,
e.g., “natural and artificial strawberry 
flavor”. In  cases where the flavor con­
tains a solely artificial flavor(s), the 
flavor* shall be so labeled, e.g., “artificial 
strawberry flavor”.
'  (h) The label of a food to which flavor 
is added shall declare the flavor in the 
statement of ingredients in the following 
way:

(1) Spice, natural flavor, and Artificial 
flavor may be declared as “spice", “nat­
ural flavor”, or “artificial flavor”, or anjr 
combination thereof, as the case may be.

(2) An incidental additive in a food, 
originating in a spice or flavor used in 
the manufacture of the food, need not 
be declared in the statement of ingredi­
ents if it meets the requirements of 
§ 101.100(a) (3).

(3) Substances obtained by cutting, 
grinding, drying, pulping, or similar 
processing of tissues derived from fruit, 
vegetable, meat, fish, or poultry, e.g., 
powdered or granulated onions, garlic 
powder, and celery powder, are com­
monly understood by consumers to be 
food rather than flavor and shall be de­
clared by their common or usual name.

(4) Any salt (sodium chloride) used 
as an ingredient in food shall be declared 
by its common or usual name “salt.”

(5) Any monosodium glutamate used 
as an ingredient in food shall be declared 
by its common or usual name “mono­
sodium glutamate.”

(6) Any pyroligneous acid or other a r­
tificial smoke flavors used as an ingredi­
ent in a food may be declared as artificial 
flavor or artificial smoke flavor. No rep­
resentation may be made, either direct­
ly or implied, that a food flavored with 
pyroligneous acid or other artificial 
smoke flavor has been smoked or has a 
true smoked flavor, or that a seasoning 
sauce or similar product containing py­
roligneous acid or other artificial smoke 
flavor and used to season or flavor other 
foods will result in a smoked product or 
one having a true smoked flavor.
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(i) If the label, labeling, or advertising 
of a food makes any direct or indirect 
representations with respect to the pri­
mary recognizable flavor (s), by word, 
vignette, e.g., depiction of a fruit, or other 
means, or if for any other reason the 
manufacturer or distributor of a food 
wishes to designate the type of flavor in 
the food other than through the state­
ment of ingredients, such flavor shall be 
considered the characterizing flavor and 
shall be declared in the following way:

(1) If the food contains no artificial 
flavor which simulates, resembles or rein­
forces the characterizing flavor, the 
name of the food on the principal dis­
play panel or panels of the label shall 
be accompanied by the common or usual 
name of the characterizing flavor, e.g., 
“vanilla”, in letters not less than one- 
half the height of the letters used in the 
name of the food, except that:

(1) If the food is one that is commonly 
expected to contain a characterizing 
food ingredient, e.g., strawberries in 
“strawberry shortcake”, and the food 
contains natural flavor derived from such 
ingredient and an amount of character­
izing ingredient insufficient to independ­
ently characterize the food, or the food 
contains no such ingredient, the name of 
the characterizing flavor may be imme­
diately preceded by the word “natural” 
and shall be immediately followed by the 
word “flavored” in letters not less than 
one-half the height of the letters in the 
name of the characterizing flavor, e.g., 
“natural strawberry flavored shortcake,” 
or “strawberry flavored shortcake”.

(ii) If none of the natural flavor used 
In the food is derived from the product 
whose flavor is simulated, the food in 
which the flavor is used shall be labeled 
either with the flavor of the product from 
which the flavor is derived or as “artifi­
cially flavored.”

(iii) If the food contains both a char­
acterizing flavor from the product whose 
flavor is simulated and other natural 
flavor which simulates, resembles or 
reinforces the characterizing flavor, the 
food shall be labeled in accordance with 
the introductory text and paragraph (i)
(1) (i) of this section and the name of 
the food shall be immediately followed 
by the words “with other natural flavor 
in letters not less than one-half the 
height of the letters used in the name 
of the characterizing flavor.

(2) If the food contains any artificial 
flavor which simulates, resembles or re­
inforces the characterizing flavor, the 
name of the food on the principal dis­
play panel or panels of the label shall 
be accompanied by the common or usual 
name(s) of the characterizing flavor, m 
letters not less than one-half the height 
of the letters used in the name of the 
food and the name of the characterizing 
flavor shall be accompanied by the 
word(s) “artificial” or “artificially 
flavored”, in letters not less than one- 
half the height of the letters in the name 
of the characterizing flavor, e.g., artin- 
ciai vanilla”, “artificially flavored straw­
berry”, or “grape artificially flavored .

(3) Wherever the name of the char­
acterizing flavor appears on the lao

A
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(other than in the statement of ingredi­
ents) so conspicuously as to be easily 
seen under customary conditions of pur­
chase, the words prescribed by this 
paragraph shall immediately and con­
spicuously precede or follow such name, 
without any intervening written, printed, 
or graphic matter, except: •

(i) Where the characterizing flavor 
and a trademark or brand are presented 
together, other written, printed, or 
graphic matter that is a part of or is 
associated with the trademark or brand 
may intervene if the required words are 
in such relationship with the trademark 
or brand as to be clearly related to the 
characterizing flavor; and

(ii) If the finished product contains 
more than one flavor subject to the re­
quirements of this paragraph, the state­
ments required by this paragraph need 
appear only once in each statement of 
characterizing flavors present in such 
food, e.g., “artificially flavored vanilla 
and strawberry”.

(iii) If the finished product contains 
three or more distinguishable character­
izing flavors, or a blend of flavors with no 
primary recognizable flavor, the flavor 
may be declared by an appropriately 
descriptive generic term in lieu of nam­
ing each flavor, e.g., “artificially flavored 
fruit punch”.

(4) A flavor supplier shall certify, in 
writing, that any flavor he supplies which 
is designated as containing no artificial 
flavor does not, to the best of his knowl­
edge and belief, contain any artificial 
flavor, and that lie has added no artificial 
flavor to it. The requirement for such 
certification may be satisfied by a guar­
antee under section 303(c) (2) of the act 
which contains such a specific statement. 
A flavor used shall be required to make 
such a written certification only where 
he adds to or combines another flavor 
with a flavor which has been certified by 
a flavor supplier as containing no artifi­
cial flavor, but otherwise such user may 
rely upon the supplier’s certification and 
need make no separate certification. 
All such certifications shall be retained 
by the certifying party throughout the 
period in which the flavor is supplied and 
for a minimum of three years thereafter, 
and shall be subject to the following 
conditions:

(i) The certifying party shall make 
such certifications available upon request 
at all reasonable hours to any duly au­
thorized office or employee of the Food 
and Drug Administration or any other 
employee acting on behalf of the Secre­
tary of Health, Education, and Welfare. 
Such certifications are regarded by the 
Food and Drug Administration as re­
ports to the government and as guar- - 
antees or other undertakings within the 
meaning of section 301(h) of the act and 
subject the certifying party to the penal­
ties for making any false report to the 
government under 18 U.S.C. 1001 and 
any false guarantee or undertaking 
under section 303(a) of the act. The 
defenses provided under section 303(c) 
(2) of the act shall be applicable to the 
certifications provided for in this 
section.

(ii) Wherever possible, the Food and 
Drug Administration shall verify the ac­
curacy of a reasonable number of cer­
tifications made pursuant to this section, 
constituting a representative sample of 
such certifications, and shall not request 
all such certifications.

(iii) Where no person authorized to 
provide such information is reasonably 
available at the time of inspection, the 
certifying party shall arrange to have 
such person and the relevant materials 
and records ready for verification as soon 
as practicable: Provided, That, whenever 
the Food and Drug Administration has 
reason to believe that the supplier or user 
may utilize this period to alter invento­
ries or records, such additional time shall 
not be permitted. Whpre such additional 
time is provided, the Food and Drug Ad­
ministration may require the certifying 
party to certify that relevant inventories 
have not been materially disturbed and 
relevant records have not been altered or 
concealed during such period.

(iv) The certifying party shall pro- 
- vide, to an officer or representative duly
designated by the Secretary, such quali­
tative statement of the composition of 
the flavor or product covered by the cer­
tification as may be reasonably expected 
to enable the Secretary’s representatives 
to determine which relevant raw and 
finished materials and flavor ingredient 
records are reasonably necessary to 
verify the certifications. The examination 
conducted by the Secretary’s represent^ 
ative shall be limited to inspection and 
review of inventories and ingredient rec­
ords for those certifications which-are to 
be verified.

(v) Review of flavor ingredient records 
shall be limited to the qualitative formula 
and shall not include the quantitative 
formula. The person verifying the cer­
tifications may make only such notes as 
are necessary to enable him to verify 
such certification. Only such notes or 
such flavor ingredient records as are nec­
essary to verify such certification or to 
show a potential or actual violation may 
be removed or transmitted from the cer­
tifying party’s place of business: Pro­
vided, That, where such removal or 
transmittal is necessary for such pur­
poses the relevant records and notes 
shall be retained as separate documents 
in Food and Drug Administration flies, 
shall not be copied in other reports, and 
shall not be disclosed publicly other than 
in a judicial proceeding brought pursu­
ant to the act or 18 U.S.C. 1001.

(j) A food to which a chemical pre­
servative (s) is added shall, except when 
exempt pursuant to § 101.100 bear a label 
declaration stating both the common 
or usual name of the ingredient(s) and 
a separate description of its function,
e.g., “preservative”, “to retard spoilage”, 
“a mold inhibitor”, “to help protect fla­
vor” or “to promote color retention”.
(Secs. 402, 403, 409, 701(a), 702, 703, 704, 52 
Stat. 1046, 1047, 1046-1049 as amended, 1055, 
1056-1057 as amended; 21 U.S.C. 342, 343, 348, 
371(a), 372, 373, 374.)

§ 101.25 Labeling o f  foods in relation 
to fat and fatty acid and cholesterol 
content.

(a) Implicit or explicit claims for the 
value of food in preventing or treating 
heart or artery disease can be mislead­
ing to consumers. However, a significant 
segment of the medical community is 
recommending that individuals modify 
their total diet by eliminating certain 
foods or by replacing certain foods with 
others in order to effect changes in the 
levels of blood components. Although 
there have been no definitive studies 
which have demonstrated beyond doubt 
that extensive changes in the consump­
tion of fat and cholesterol by the general 
public are desirable, it is nevertheless 
appropriate to provide for informative 
labeling which will help individuals to 
identify foods for inclusion in fat- 
modified diets recommended by physi­
cians. It is also appropriate to prohibit 
label statements which misrepresent 
specific foods as being, of themselves, of 
valué in the control of the levels of these 
blood components or in the control of 
heart or artery disease.

(b) A food label or labeling may in­
clude a statement of the cholesterol con­
tent of the food: Provided, That it meets 
the following conditions:

(1) The food is labeled in compliance 
with the provisions of § 101.9.

(2) The following information is in­
cluded in the following order, in ac­
cordance with the provisions of § 101.9
(c) (6) (ii):

(i) The cholesterol content, stated to 
the nearest 5-milligram increment per 
serving.

(ii) The cholesterol content, stated to 
the nearest 5-milligram increment per 
100 grams of the food.

(iii) The statement required by para­
graph (d) of this section.

(c) A food label or labeling may in­
clude information on the fatty acid con­
tent of the food: Provided, That it meets 
the following conditions:

(1) The food contains 10 percent or 
more fat on a dry weight basis and not 
less than 2 grams of fat in an average 
serving. Any food containing less than 
10 percent total fat on a dry weight 
basis and/or containing less than 2 
grams of fat in a serving is not suitable 
for use by man as a means of regulating 
the intake of fatty acids.

(2) The food is labeled in compliance 
with § 101.9 and the following informa­
tion is included in the following order 
in accordance with § 101.9(c) (6) ( ii):

(i) The total fat content in terms of 
the percentage of the total calories in 
the food provided by fat with the head­
ing “Percent of’calories from fat”.

(ii) The amount of fatty acids, calcu­
lated as the triglycerides, shall be 
stated in grams per serving to the near­
est gram in the following two categories, 
stated with the following headings, in 
the following order, and displayed in 
equal prominence:

(a) Cis,cis-methylene-interrupted poly­
unsaturated fatty acids, stated as “Poly­
unsaturated” ;
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(b) The sum of lauric, myristic, pal­
mitic, and stearic acids, stated as ‘‘Satu­
rated”; and

(iii) The statement required by para­
graph (d) of this section.

(d) A food labeled in accordance with 
paragraph (b) or (c) of this section shall 
display the following statement on the 
label: “Information (or “this informa­
tion”) on fat (and/or cholesterol, where 
appropriate) content is provided for in­
dividuals who, on the advice of a physi­
cian, are modifying their dietary inlake 
of fa t (and/or cholesterol, where 
appropriate).”

(e) Compliance with this section shall 
be determined as follows:

(1) A collection of primary contain­
ers or units of the same size, type, and 
style produced under conditions as nearly 
uniform as possible, designated by a 
common container code or marking or, 
in the absence of any common container 
code or marking, a  day’s production, 
constitutes a “lot.”

(2) The sample for analysis shall con­
sist of a composite of 12 subsamples 
(consumer units), taken one from each 
of 12 different randomly chosen shipping 
cases, to be representative of a lot.

(3) Composites shall be analyzed for 
fa t and saturated fatty acids by the 
methods of the Association of Official 
Analytical Chemists (AOAC). The meth­
ods for fat, fatty acids, and cholesterol 
will be those of the Association of Official 
Analytical Chemists (AOAC), or other 
reliable and appropriate methods. Alter­
native methods of analysis may be sub­
mitted to the Food and Drug Adminis­
tration to determine their acceptability. 
The determination of cis,cis-methylene- 
interrupted polyunsaturated fatty acids 
will be the Canadian Pood and Drug Di­
rectorate Method FA-591 for cis,cis- 
methylene-interrupted fatty acid.

(4) A food with a  label declaration of 
cholesterol content shall be deemed to 
be misbranded under section 403(a) of 
the act if the content of the composite 
is greater than 20 percent in excess of 
the value for the cholesterol content de­
clared on the label.

(5) A food with a label declaration of 
fa t content shall be deemed to be mis­
branded under section 403(a) of the act 
if the content of the composite is greater 
than 20 percent in excess of the value for 
the fat content declared on the label or 
less than required by good manufactur­
ing practices.

(6) A food with a  label declaration of 
fatty acid content shall be deemed to be 
misbranded under section 403(a) of the 
act if the content of the composite is 
greater than 20 percent in excess of the 
value, or less than 80 percent of the 
value, for the fatty acid content declared 
on the label.

(f) Label statements made in accord­
ance with paragraphs (b), (c), or (d) of 
this section shall comply with the re­
quirements of § 101.2, but in no case may

1 Copies may be obtained from: Division of 
Nutrition (HFF-260), Bureau of Poods, Pood 
and Drug Administration, 200 C Street SW., 
Washington, D.C. 20204.
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they be printed in larger than the mini­
mum size type required by the provisions 
of § 101.105 for the declaration of net 
quantity of contents.

(g) No label or labeling may contain 
a claim indicating, suggesting, or imply­
ing that the product will prevent, miti­
gate, or cure heart or artery disease or 
any attendant condition. The principal 
display panel of the label may state 
“cholesterol (fat) information appears
___ the blank to be filled in with
a phrase stating where the information 
is contained. The statement shall ap­
pear in one-sixteenth-inch type size or 
in the alternative in a type size no larger 
than one-half the minimum type size re­
quired for the declaration of net quan­
tity of contents by the provisions of 
§ 101.105 of this chapter.

(h) No statements relating to cho­
lesterol, fa t or fatty acids, other than 
those expressly permitted by this section 
may be made. Any label or labeling con­
taining any statement concerning cho­
lesterol, fat or fatty acids which is not in 
conformity with this section shall be 
deemed to be misbranded under sections 
201 (n) and 403 (a) of the act.
§ 101.29 Labeling o f  kosher and kosher- 

style foods.
The term “kosher” should be used 

only on food products that meet certain 
religious dietary requirements. The 
precise significance of the phrase 
“kosher style” as applied to any par­
ticular product by the public has not 
been determined. There is a likelihood 
that the use of the term may cause 
the prospective purchaser to think that 
the product is “kosher.” Accordingly, 
the Food and Drug Administration be­
lieves that use of the phrase should be 
discouraged on products that do not meet 
the religious dietary requirements.
(Sec. 402, 52 Stat. 1046; 21 U.S.O. 342)
§ 101.33 Label declaration o f D-erythro- 

ascorbic acid when it is an ingre­
dient o f a fabricated food.

(a) The article D-erythroascorbic acid 
(n-araboascorbic acid, D-erythro-3-keto- 
hexonic acid lactone) has sometimes 
been designated as o-isoascorbic acid. 
However, this designation is capable of 
misleading purchasers of food in which 
it is used as an ingredient because of the 
similarity of such designation to the 
chemical name and the common name of 
vitamin C, which is ascorbic acid. As­
corbic acid (vitamin C) is capable of pre­
venting the deficiency disease scurvy, but 
D-isoascorbc acid is ineffective for this 
purpose.

(b) The Joint Committee on Nomen­
clature of the American Institute of 
Nutrition and the Society of Biological 
Chemists has considered this matter, 
and pursuant to the Committee’s rec­
ommendation the respective scientific 
organizations approved a resolution to 
drop the use of the designation D-iso- 
ascorbic acid and to adopt as a common 
name thè name erythorbic acid for »- 
erythroascorbic acid.

(c) The compound D-erythroascorbic 
acid is not specified as an Ingredient of
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any food for which a standard has been 
established. For foods other than those 
for which standards have been estab­
lished, section 403<i) (2) of the Federal 
Food, Drug, and Cosmetic Act requires 
that ingredients be listed on labels by 
their common or usual names. If the 
label on a'food that contains d-erythro­
ascorbic acid designates that ingredient 
by the name erythorbic acid, the re­
quirement that the label bear the com­
mon or usual name of the ingredient 
will be regarded as having been met.
(Sec. 403, 52 Stat. 1047, as amended (21 U.S.C- 
343).)
§ 101.35 Notice to manufacturers and 

users o f  monosodium glutamate and 
other hydrolyzed vegetable protein 
products.

Following a review of various state­
ments submitted by manufacturers and 
distributors of monosodium glutamate 
and various hydrolyzed plant protein 
products, the following conclusions have 
been reached:

(a) The facts submitted established 
that there are three classes of products 
to be considered :

(1) Purified monosodium glutamate.
(2) Hydrolyzed proteins (amino acid 

salts) from which none of the mono­
sodium glutamate has been removed.

(3) Hydrolyzed proteins (amino acid 
salts), a byproduct in the manufacture 
of purified monosodium glutamate but 
from which a substantial proportion of 
the monosodium glutamate has been 
removed. , t

(b) [Reserved!
(c ) (1) The substance described in 

paragraph (a) (2) of this section has long 
been designated as “hydrolyzed veg­
etable protein.”

(2) Thé substance covered by para­
graph (a) (3) of this section should have 
a distinctive name, since one of its orig­
inal constituents has been partially re­
moved. Manufacturers have suggested 
that tills substance be described as “hy­
drolyzed vegetable protein with reduced 
monosodium glutamate content.” This 
designation appears acceptable.

(d) While the substances referred to 
in paragraph (a) (2) and (3) of tills sec­
tion contain a number of amino acid salts 
as well as sodium chloride, monosodium 
glutamate is the ingredient which has 
been quite generally emphasized, and is 
best known to consumers under that 
name. No objection is offered under the 
Federal Food, Drug, and Cosmetic Act to 
the addition of a quantitative declaration 
on the labels of containers of such hy­
drolyzed vegetable protein or hydrolyzed 
vegetable protein with reduced mono­
sodium glutamate content showing the 
percentage amounts of monosodium 
glutamate, the total of other amino acid 
salts, sait, and water, if in liquid form, 
all to be declared in the order of then 
decreasing percentages. If monosodium 
glutamate represents a smaller propor­
tion of the substance than the other 
amino acid salts and salt (sodium chlo­
ride), it should be declared last in tne 
list of ingredients.
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(e) When the substances described in 

paragraph (a) (2) and (3) of this sec­
tion are used as ingredients in a fabri­
cated food, either may be declared as 
“salt and hydrolyzed vegetable protein” 
(or “salt and hydrolyzed plant protein”) 
on; the label of the fabricated food prod­
uct: Provided, That where salt is de­
clared as a separate ingredient of the 
fabricated food, in compliance with sec­
tion 403 (i) (2) of the act, the word 
“salt” need not be repeated in connectior 
with the “hydrolyzed vegetable protein 
(or “hydrolyzed plant protein”) dec 
laration.

Subparts C through E—{Reserved]
Subpart F— Exemptions From Food 

Labeling Requirements
§ 101.100 Food; exemptions from label 

ing.
(a) The following foods are exempt 

from compliance with the requirements 
of section 403(i) (2) of the act (requiring 
a declaration on the label of the com­
mon or usual name of each ingredient 
when the food is fabricated from two or 
more ingredients).

(1) An assortment of different items 
of food, when variations in the items that 
make up different packages packed from 
such assortment normally occur in good 
packing practice and when such vari­
ations result in variations in the ingredi­
ents in different packages, with respect 
to any ingredient that is not common to 
all packages. Such exemption, however, 
shall be on the condition that the label 
shall bear, in conjunction with the names 
of such ingredients as are common to 
all packages, a statement (in terms that 
are as informative as practicable and 
that are not misleading) indicating by 
name other ingredients which may be 
present.

(2) A food having been received in 
bulk containers a t a  retail establish­
ment, if , displayed to the purchaser with 
either (i) the labeling of the bulk con­
tainer plainly in view or (ii) a countar 
card, sign, or other appropriate device 
bearing prominently and conspicuously 
the information required to be stated on 
the label pursuant to section 403 (i) (2) 
of the act.

(3) Incidental additives that are pres­
ent in a food a t insignificant levels and 
do not have any technical or functional 
effect in that food. For the purposes of 
this paragraph (a)(3), incidental addi­
tives are:

(i) Substances that have no technical 
or functional effect but are present in a 
food by reason of having been incorpo- 
rated into the food as an ingredient of 
another food, in which the substance did 
nave a functional or technical effect.

(ii) Processing aids, which are as 
follows:

(a) Substances that are added to a 
food during the processing of such food 
but are removed in some manner from 
the food before it is packaged in its 
finished form.
iwi* Sul?stances that are added to a 
food during processing, are converted 
mt0 constituents normally present in the

food; and do not significantly increase 
the amount of the constituents naturally 
found in the food.

(c) Substances that are added to a 
food for their technical or functional ef­
fect in the processing but are present 
in the finished food a t insignificant levels 
and do not have any technical or func­
tional effect in that food.

(iii) Substances migrating to food 
from equipment or packaging or other­
wise affecting food that are not food ad­
ditives as defined in section 201 (s) of 
the act; or if they are food additives as 
so defined, they are used in conformity 
with regulations established pursuant to 
section 409 of the act.

(b) A food repackaged in a retail es­
tablishment is exempt from the following 
provisions of the act if the conditions 
specified are met.

(1) Section 403(e) (1) of the act (re­
quiring a statement on the label of the 
name and place of business of the manu­
facturer, packer, or distributor).

(2) Section 403(g)(2) of the act (re­
quiring the label of a food which pur­
ports to be or is represented as one for 
which a definition and standard of iden­
tity has been prescribed to bear the name 
of the food specified in the definition and 
standard and, insofar as may be required 
by the regulation establishing the stand­
ard the common names of the optional 
ingredients present in the food), if the 
food is displayed to the purchaser with 
its interstate labeling clearly in view, or 
with a counter card, sign, or other appro­
priate device bearing prominently and 
conspicuously the information required 
by these provisions.

(3) Section 403(i)(l) of the act (re­
quiring the label to bear the common or 
usual name of the food), if the food is 
displayed to the purchaser with its inter­
state labeling clearly in view, or with a 
counter card, sign, or other appropriate 
device bearing prominently and con­
spicuously the common or usual name of 
the food, or if the common or usual name 
of the food is clearly revealed by its 
appearance;

(c) £n  open container (a container of 
rigid or semirigid construction, which is 
not closed by lid, wrapper, or otherwise 
other than by an uncolored transparent 
wrapper which does not obscure the con­
tents) of a fresh fruit or fresh vegetable, 
the quantity of contents of which is not 
more than 1 dry quart, shall be exempt 
from the labeling requirements of sec­
tions 403(e), (g) (2) (with respect to the 
name of the food specified in the defini­
tion and standard), and (i) (1) of the act; 
but such exemption shall be on the condi­
tion that if two or more such containers 
are enclosed in a crate or other shipping 
package, such crate or package shall bear 
labeling showing the number of such con­
tainers enclosed therein and the quan­
tity of the contents of each.

(d) Except as provided by paragraphs
(e) and (f) of this section, a shipment 
or other delivery of a food which is, in 
accordance with the practice of the trade, 
to be processed, labeled, or repacked in 
substantial quantity at an establishment 
other than that where originally proc-

essed or packed, shall be exempt, during 
the time of introduction into and move­
ment in interstate commerce and the 
time of holding in such establishment, 
from compliance with the labeling re­
quirements of section 403 (c), (e), (g),
(h), (i), (j), and (k) of the act if :

(1) The person who introduced such 
shipment or delivery into interstate com­
merce is the operator of the establish­
m ent where such food is to be processed,
labeled, or repacked; or

(2) In case such person is not such 
s operator, such shipment or delivery is

made to such establishment under a 
written agreement, signed by and con­
taining the post office addresses of such 
person and such operator, and contain­
ing such specifications for the process­
ing, labeling, or repacking, as the case 
may be, of such food in such establish­
ment as will ensure, if such specifications 
are followed, that such food will not be 
adulterated or misbranded within the 
meaning of the act upon completion of 
such processing, labeling, or repacking. 
Such person and such operator shall each 
keep a copy of such agreement until 2 
years after the final shipment or delivery 
of such food from such establishment, 
and shall make such copies available 
for inspection at any reasonable hour to 
any officer or employee of the Depart­
ment who requests them.

(3) The article is an egg product sub­
ject to a standard of identity promul­
gated in Part 160 of this chapter, is to be 
shipped under the conditions specified in 
paragraph (d) (1) or (2) of this section 
and for the purpose of pasteurization 
or other treatment as required in such

• standard, and each container of such egg 
product bears a conspicuous tag or label 
reading “Caution—This egg product has 
not been pasteurized or otherwise treated 
to destroy viable Salmonella micro­
organisms”. In addition to safe and suit­
able bactericidal processes designed spe­
cifically for Salmonella destruction in egg 
products, the term “other treatment” in 
the first sentence of this paragraph shall 
include use in acidic dressings in the 
processing of which the pH is not above
4.1 and the acidity of the aqueous phase, 
expressed as acetic acid, is not less than
1.4 percent, subject also to the conditions 
that:

(i) The agreement required in para­
graph (d)(2) of this section shall also 
state that the operator agrees to utilize 
such unpasteurized egg products in the 
processing of acidic dressings according 
to the spécifications for pH and acidity 
set forth in this paragraph, agrees not to 
deliver the acidic dressing to a user until 
a t least 72 hours after such egg product 
is incorporated in such acidic dressing, 
and agrees to maintain for inspection 
adequate records covering such processs­
ing for 2 years after such processing.

(ii) In addition to the caution state­
ment referred to above, the container 
of such egg product shall also bear the
statement “Unpasteurized-------- for use
in acidic dressings only”, the blank being 
filled in with the applicable name of the 
eggs or egg product.

✓
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(e ) C o n d it io n s  a ffe ct in g  e x p ira t io n  of 
e x e m p tio n s : (1 ) A n  ex e m p tio n  o f a  s h ip ­
m e n t  o r  o th e r  d e liv e ry  o f a  food u n d e r  
p a ra g ra p h  (d ) (1) o r  (3) o f t h is  se ct io n  
s h a ll ,  a t  th e  b e g in n in g  o f th e  a c t  of 
re m o v in g  su c h  sh ip m e n t  o r  d e liv e ry , o r  
a n y  p a r t  th e re o f, f ro m  su c h  e s ta b lish ­
m e n t  b eco m e vo id  a b  in it io  i f  th e  food  
co m p ris in g  su c h  sh ip m e n t , d e liv e ry , o r  
p a r t  is  a d u lte ra te d  o r  m isb ra n d e d  w ith in  
th e  m e a n in g  o f th e  a c t  W hen so  rem o ved .

(2) An exemption of a shipment or 
other delivery of a food under paragraph
(d) (2) or (3) of this section shall be­
come void ab initio with respect to the 
person who introduced such shipment or 
delivery into interstate commerce upon 
refusal by such person to make available 
for inspection a copy of the agreement, 
as required by paragraph (d) (2) or (3) 
of this section.

(3) An exemption of a shipment or 
other delivery of a food under paragraph
(d) (2) or (3) of this section shall expire:

(i) At the beginning of the act of re­
moving such shipment or delivery, or any 
part thereof, from such establishment if 
the food constituting such shipment, de­
livery, or part is adulterated or mis­
branded within the meaning of the act 
when so removed; or

(ii) Upon refusal by. the operator of 
the establishment where sUch food is to 
be processed, labeled, or repacked, to 
make available for inspection a copy of 
the agreement, as required by such 
paragraph.

(f) The word "processed” as used in 
this paragraph shall include the holding 
of cheese in a suitable warehouse at a 
temperature of not less than 35° F for 
the purpose of aging or curing to bring 
the cheese into compliance with require­
ments of an applicable definition and 
standard of identity. The exemptions 
provided for in paragraph (d) of this 
section shall apply to cheese which is, in 
accordance with the practice of the trade, 
shipped to a warehouse for aging or cur­
ing, on condition that the cheese is iden­
tified in the manner set forth in one of 
the applicable following paragraphs, and 
in such case the provisions of paragraph
(e) of this section shall also apply:

(1) In the case of varieties of cheese 
for which definitions and standards of 
identity require a period of aging whether 
or not they are made from pasteurized 
milk, each such cheese shall bear on the 
cheese a legible mark showing the date 
at which the preliminary manufacturing 
process has been completed and at which 
date curing commences, and to each 
cheese, on its wrapper or immediate con­
tainer, shall be affixed a removable tag 
bearing the statement “Uncured — —-  
cheese for completion of curing and 
proper labeling”, the blank being filled 
in with the applicable name of the vari­
ety of cheese. In the case of swiss cheese, 
the date at which the preliminary manu­
facturing process had been cdmpleted 
and a t which date curing commences is 
the date on which thè shaped curd is 
removed from immersion in saturated 
salt solution as provided In the definition 
and standard of Identity for swiss cheese, 
and such cheese shall bear a removable 
tag reading, “To be cured and labeled as

‘swiss cheese,-’ but if eyes do not form, to 
be labeled as ‘swiss cheese for manufac­
turing’ ”.

(2) In the case of varieties of cheeses 
which when made from Unpasteurized 
milk are required to be aged for not less 
than 60 days, each such cheese shall bear 
a legible mark on the cheese showing the 
date a t which the preliminary manu­
facturing process has been completed 
and at which date curing commences, 
and to each such cheese or its wrapper or 
immediate container shall be affixed a
removable tag reading, "--------  cheese
made from unpasteurized milk. For com­
pletion of curing and proper labeling”, 
the blank being filled in with the ap­
plicable name of the variety of cheese.

(3) In the case of Cheddar cheese, 
washed curd cheese, colby cheese, granu­
lar cheese, and brick cheese made from 
unpasteurized milk, each such cheese 
shall bear a legible mark on the cheese 
showing the date at which the prelimi­
nary manufacturing process has been 
completed and at which date curing com­
mences, and to each such cheese or its 
wrapper or immediate container shall be
affixed a removable tag reading “--------
cheese made from unpasteurized milk. 
For completion of curing and proper la­
beling, or for labeling as —----- cheese
for manufacturing”, the blank being 
filled in with the applicable name of the 
variety of cheese.

(g) The label declaration of a harm­
less marker used to identify a particular 
manufacturer’s product may result in 
unfair competition through revealing a 
trade secret. Exemption from the label 
declaration of such a marker is granted, 
therefore, provided that the following 
conditions are met:

(1) The person desiring to use the 
marker without label declaration of its 
presence has submitted to the Commis­
sioner of Food and Drugs full informa­
tion concerning the proposed usage and 
the reasons why he believes label decla­
ration of the marker should be subject to 
this exemption; and

(2) The person requesting the exemp­
tion has received from the Commissioner 
of Food and Drugs a finding that the 
marker is harmless and that the exemp­
tion has been granted.

(h) Wrapped fish fillets of nonuniform 
weight intended to be unpacked and 
marked with the correct weight a t or 
before the point of retail sale in an 
establishment other than that where 
originally packed shall be exempt from 
the requirement of section 403(e) (2) of 
the act during introduction and move­
ment in interstate commerce and while 
held for sale prior to weighing and 
marking:

(1) Provided, That (i) The outside 
container bears a label declaration of the 
total net weight; and

(ii) The individual packages bear a 
conspicuous statement “To be weighed at 
or before time of sale” and a correct 
statement setting forth the weight of the 
wrapper;

(2) Provided further, That i t  Is the 
practice of the retail establishment to 
weigh and mark the individual packages 
with a correct net-weight statement prior

to or at the point of retail sale. A state­
ment of the weight of the wrapper shall 
be Set forth so as to be readily read and 
understood, using such term as "wrapper 
tare—ounce”, the blank being filled in 
with the correct average weight of the 
wrapper used.

(3) The act of delivering the wrapped 
fish fillets during the retail sale without 
thé correct net-weight statement shall 
bè deemed an act which results in the 
product’s being misbranded while held 
for sale. Nothing in this paragraph shall 
be construed as requiring net-weight 
statements for wrapped fish fillets deliv­
ered into institutional trade provided the 
outside container bears the required in­
formation.

(i) Wrapped clusters (consumer units) 
of bananas of nonuniform weight in­
tended to be unpacked from a master 
carton or container and weighed at of 
before the point of retail sale in an es­
tablishment other than that where origi­
nally packed shall be exempt from the 
requirements of section 403(e) (2) of the 
act during introduction and movement 
in interstate commerce and while held 
for sale prior to weighing:

(1) Provided, That (i) The master 
carton or container bears a label decla­
ration of the total net weight; and

(ii) The individual packages bear a 
conspicuous statement “To be weighed 
at or before the time of sale” and a cor­
rect statement setting forth the weight 
of the wrapper; using such term as
“wrapper tare ---------ounce”, the blank
being filled in with the correct average 
weight of the wrapper used;

(2) Provided further, That it is the 
practice of the retail establishment to 
weigh the Individual packages either 
prior to or a t the time of retail sale.
: (3) The act of delivering the wrapped 
clusters (consumer units) during the re­
tail sale without an accurate net weight 
statement or alternatively without 
weighing a t the time of sale shall be 
deemed an act which results in the prod­
uct’s being misbranded while held for 
sale. Nothing in this paragraph shall be 
construed as requiring net-weight state­
ments for clusters (consumer units) de­
livered into institutional trade, provided 
that the master container or carton 
bears the required information.
§ 101.103 Petitions requesting exemp­

tions from  or special requirements 
for label declaration o f ingredients.

The Commissioner of Food and Drugs, 
.either on his own initiative or on behalf 
of any interested person who has sub­
mitted a petition pursuant to Part 2 of 
this chapter may issue a proposal to 
amend § 101.4 to specify the manner in 
which an ingredient(s) shall be declared, 
i.e., by specific or class name, or § 101.100 
to exempt an ingredient(s) from the re­
quirements for label declaration.
§ 101.105 Declaration o f  net quantity 

o f  contents when exempt.
(a) The principal display panel of a 

food in package form shall bear a decla­
ration of the net quantity of contents. 
This shall be expressed in the terms of 

. weight, measure, numerical count, or a

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



RULES AND REGULATIONS 14321
combination of numerical count and 
weight or measure. The statement shall 
be in terms of fluid measure if the food 
is liquid, or in terms of weight if the 
food 'is solid, semisolid, or viscous, or a 
mixture of solid and liquid; except that 
such statement may be In  terms of dry 
measure if the food is a fresh fruit, fresh 
vegetable, or other dry commodity that 
is customarily sold by dry measure. If 
there is a firmly established general con­
sumer usage and trade custom of declar­
ing the contents of a liquid by weight,'or 
a solid, semisolid, or viscous product by 
fluid measure, it may be used. When­
ever the Commissioner determines that 
an existing practice of declaring net 
quantity of contents by weight, measure, 
numerical count, or a combination in the 
case of a specific packaged food does not 
facilitate value comparisons by consum­
ers and offers opportunity for consumer 
confusion, he will by regulation desig­
nate the appropriate term or terms to 
be used for such commodity.

(b) (1) Statements of weight shall be 
in terms of avoirdupois pound and ounce.

(2) Statements of fluid measure shall 
be in terms of the U.S. gallon of 231 
cubic inches and quart, pint, and fluid 
ounce subdivisions thereof, and shall:

(i) In the case of frozen food that is 
sold and consumed in a frozen state, ex­
press the volume at the frozen tem­
perature.

(ii) In the case of refrigerated food 
that is sold in the refrigerated state, ex­
press the volume a t 40° F  (4# C).

(iii> In the case of other foods, ex­
press the volume at 68° F  (20° C ).

(3) Statements of dry measure shall 
be in terms of the U.S. bushel of 2,150.42 
cubic inches and peck, dry quart, and 
dry pint subdivisions thereof.

(c) When the declaration of quantity 
of contents by numerical count does not 
give adequate information as to the 
quantity of food in the package, it shall 
be combined with such statement of 
weight, measure, or size of the individual 
units of the; foods as will provide such 
information.

(d) The declaration may contain com­
mon or decimal fractions. A common 
fraction shall be in terms of halves, quar­
ters, eighths, sixteenths, or thirty-sec­
onds; except that if there exists a firmly 
established general consumer usage and 
trade custom of employing different com­
mon fractions in the net quantity dec­
laration of a particular commodity, they 
may be employed. A common fraction 
shall be reduced to its lowest terms; a 
decimal fraction shall not be carried 
out to more than two places. A state­
ment that includes small fractions of an 
ounce shall be deemed to permit smaller 
variations than one which does not in­
clude such fractions.

(e) The declaration shall be located 
on the principal display panel of the 
label, and with respect to packages 
bearing alternate principal panels it shall 
be duplicated on each principal display 
panel,
; Th? declaration shall appear as a 

distipct item on the principal display 
panel, shall be separated (by at least a

space equal to the height of the lettering 
used in the declaration) from other 
printed label information appearing 
above or below the declaration and (by at 
least a space equal to twice the width of 
the letter “N” of the style of type used 
in the quantity of contents statement) 
from other printed label information 
appearing to the left or right of the dec­
laration. It shall not include any term 
qualifying a unit of weight, measure, or 
count (such as “jumbo quart” and “full 
gallon”) that tends to exaggerate the 
amount of the food in the container. It 
shall be placed on the principal display 
panel within the bottom 30 percent of 
the area of the label panel in lines gen­
erally parallel to the base on which the 
package rests as it is designed to be dis­
played : Provided, That on packages hav­
ing a principal display panel of 5 square 
inches or less, the requirement for place­
ment within the bottom 30 percent of the 
area of the label panel shall not apply 
when the declaration of net quantity of 
contents meets the other requirements 
of this part.

(g) The declaration shall accurately 
reveal the quantity of food in the pack­
age exclusive of wrappers and other ma­
terial packed therewith: Provided, That 
in the case of foods packed in containers 
designed to deliver the food under pres­
sure, the declaration shall state the net 
quantity of the contents that will be ex­
pelled when the instructions for use as 
shown on the container are followed. 
The propellant is included in the net 
quantity declaration.

(h) The declaration shall appear in 
conspicuous and easily legible boldface 
print or type in distinct contrast (by 
typography, layout, color, embossing, or 
molding) to other matter on the pack­
age;' except that a declaration of net 
quantity blown, embossed, or molded on 
a glass or plastic surface is permissible 
when all label information is so formed 
on the surface. Requirements of conspic­
uousness and legibility shall include the 
specifications that:

(1) The ratio of height to width (of 
the letter) shall not exceed a differential 
of 3 units to 1 unit (no more than 3 times 
as high as it is wide),

(2) Letter heights pertain to upper 
case or capital letters. When upper and 
lower case or all lower case letters are 
used, it is the lower case letter “o” or its 
equivalent that shall meet the minimum 
standards.

(3) When fractions are used, each 
component numeral shall meet one-half 
the minimum height standards.

(i) The declaration shall be in letters 
and numerals in a type size established 
in relationship to the area of the princi­
pal display'panel of the package and 
shall be uniform for all packages of sub­
stantially the same size by complying 
with the following type specifications:

(1) Not less than one-sixteenth inch 
in height on packages the principal dis­
play panel of which has an area of 5 
square inches or less. ’

(2) Not less than one-eighth inch in 
height on packages the principal display

panel of which has an area of more than 
5 but not more than 25 square inches.

(3) Not less than three-sixteenths inch 
in height on packages the principal dis­
play panel of which has an area of more 
than 25 but not more than 100 square 
inches.

(4) Not less than one-fourth inch in 
height on packages the principal dis­
play panel of which has an area of more 
than 100 square inches, except not less 
than V2 inch in height if the area is more 
than 400 square inches*
Where the declaration is blown, em­
bossed, or molded on a glass or plastic 
surface rather than by printing, typing, 
or coloring, the lettering sizes specified 
in paragraph (h) (1) through (4) of 
this section shall be increased by one- 
sixteenth of an inch.

(j) On packages containing less than 
4 pounds or 1 gallon and labeled in terms 
of weight or fluid measure:

(1) The declaration shall be expressed 
both in ounces, with identification by 
weight or by liquid measure and, if ap­
plicable (<1 pound or 1 pint or more) fol­
lowed in parentheses by a declaration in 
pounds for weight units, with any re­
mainder in terms of ounces or common 
or decimal fractions of the pound (see 
examples set forth in paragraph (m) (l) 
and (2) of this section) , or in the case 
of liquid measure, in the largest whole 
units (quarts, quarts and pints, or pints, 
as appropriate) with any remainder in 
terms of fluid ounces or common or deci­
mal fractions of the pint or quart (see 
examples in paragraph (m) (3) and (4) 
of this section).

(2) If the net quantity of contents dec­
laration appears on a random package, 
that is a package which is one of a lot, 
shipment, or delivery of packages of the 
same consumer commodity with varying 
weights and with no fixed weight pattern, 
it may, when the net weight exceeds 1 
pound, be expressed in terms of pounds 
and decimal fractions of the pound car­
ried out to not more than two decimal 
places. When the net weight does not ex­
ceed 1 pound, the declaration on the ran­
dom package may be in decimal fractions 
of the pound in lieu of ounces (see ex­
ample in paragraph (m) (5) of this 
section).

(3) The declaration may appear in 
more than one line. The term “net 
weight” shall be used when stating the 
net quantity of contents in terms of 
weight. Use of the terms “net” or “net 
contents” in terms of fluid measure or 
numerical count is optional. It is suffi­
cient to distinguish avoirdupois ounce 
from fluid ounce through association of 
terms; for example, “Net wt. 6 oz” or 
“6 oz Net wt.” and “6 fl oz” or “Net 
contents 6 fl oz”.

(k) On packages containing 4 pounds 
or 1 gallon or more and labeled in terms 
of weight or fluid measure, the declara­
tion shall be expressed in pounds for 
weight units with any remainder in 
terms of ounces or common or decimal 
fraction of the pound, or in the case of 
fluid measure, it shall be expressed in 
the largest whole unit (gallons followed 
by common or decimal fraction of a gal-
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Ion or by the next smaller whole unit or 
units (quarts, or quarts and pints)) with 
any remainder in terms of fluid ounces 
or common or decimal fractions of the 
pint or quart (see paragraph (m) (6) of 
this section).

(l) [Reserved.]
(m) Examples:
(1) A declaration of 1 % pounds weight 

shall be expressed as “Net Wt. 24 oz (1 
lb 8 oz),” “Net Wt. 24 oz Cl% lb),” or 
“Net Wt. 24 oz (1.5 lb)”.

(2) A declaration of three-fourths 
pound avoirdupois weight shall be ex­
pressed as “Net Wt. 12 oz”.

(3) A declaration of 1 quart liquid 
measure shall be expressed as “Net 32 
floz (1 qt) ”.

(4) A declaration of 1% quarts liquid 
measure shall be expressed as “Net 
contents 56 fluid ounces (1 quart IV2 
pints)” or as “Net 56 fluid oz (1 qt 1 pt 
8 oz) ”, but not in terms of quart and 
ounce such as “Net 56 fluid oz (1 quart 
24 ounces)”.

(5) On a random package, declaration 
of three-fourths pound avoirdupois may 
be expressed as “Net Wt. .75. Ib”,

(6) A declaration of 2V2 gallons liquid 
measure shall be expressed as “Net con­
tents 2l/2 gallons,” “Net contents 2.5 gal­
lons,” or “Net contents 2 gallons 2 
quarts” and not as “2 gallons 4 pints”.

(n) For quantities, the following ab­
breviations and none other may be em­
ployed (periods and plural forms are 
optional):
weight wt 
ounce oz 
pound lb 
gallon gal

(o) Nothing in this section shall pro­
hibit supplemental statements at loca­
tions other than the principal display 
panel (s) describing in nondeceptive 
terms the net quantity of contents; pro­
vided, that such supplemental statements 
of net quantity of contents shall not in­
clude any term qualifying a unit of 
weight, measure, or count that tends to 
exaggerate the amount of the food con­
tained in the package; for example, 
“jumbo quart” and “full gallon”. Dual 
or combination declarations of net quan­
tity of contents as provided for in para­
graphs (a), (c), and (j) of this section 
(for example, a combination of net 
weight plus numerical count, net con­
tents plus dilution directions of a con­
centrate, etc.) are not regarded as sup­
plemental net quantity statements and 
may be located on the principal display 
panel.

(p) A separate statement of the net 
quantity of contents in terms of the met­
ric system is not regarded as a supple­
mental statement and an accurate state­
ment of the net quantity of contents in 
terms of the metric system of weight or 
measure may also appear on the prin­
cipal display panel or on other panels.

(q) The declaration of net quantity of 
contents shall express an accurate state­
ment of the quantity of contents of the 
package. Reasonable variations caused 
by loss or gain of moisture during the 
course of good distribution practice or

by unavoidable deviations in good manu­
facturing practice will be recognized. 
Variations from stated quantity of con­
tents shall not be unreasonably large.

(r) The declaration of net quantity of 
contents on pickles and pickle products, 
including relishes but excluding one or 
two whole pickles in clear plastic bags 
which may be declared by count, shall 
be expressed in terms of the U.S. gallon 
of 231 cubic inches and quart, pint, and 
fluid ounce subdivisions thereof.

(s) On a multiunit retail package, a 
statement of the quantity of contents 
shall appear on the outside of the pack­
age and shall include the. number of in­
dividual units, the quantity of each in­
dividual unit, and, in parentheses, the 
total quantity of contents of the multi­
unit package in terms o f avoirdupois or 
fluid ounces, except that such declara­
tion of total quantity need not be fol­
lowed by an additional parenthetical 
declaration in terms of the largest whole 
units and subdivisions thereof, as re­
quired by paragraph ( j) (1) of this sec­
tion. A multiunit retail package may thus 
be properly labeled: “6-16 oz bottles— 
(96 A oz)” or *‘3-16 oz cans—(net wt. 
48 oz) ”. For the purposes of this sec­
tion, “multiunit retail package” means a 
package containing two or more individ­
ually packaged units of the identical 
commodity and in the same quantity, in­
tended to be sold as part of the multiunit 
retail package but capable of being in­
dividually sold in full compliance with 
all requirements of the regulations in 
this part. Open multiunit retail packages 
that do not obscure the number of units 
new prevent examination of the labeling • 
on each of the individual units are not 
subject to this paragraph if the labeling 
of each individual unit complies with 
the requirements of paragraphs (f) and 
(i) of this section. The provisions of this 
section do not apply to that butter or 
margarine covered by the exemptions in 
§ 1.1c (a) (18) and (11).

(t) Where the declaration of net 
quantity of contents is in  terms of net 
weight and/or drained weight or volume 
and does not accurately reflect the actual 
quantity of the contents or the product 
falls below the applicable standard 
of fill, of container because of equipment 
malfunction or otherwise unintentional 
product variation, and the label con­
forms in all other respects to the require­
ments of this chapter (except the re­
quirement that food falling below the 
applicable standard of fill of container 
shall bear the general statement of sub­
standard fill specified in § 130.14(b) of 
this chapter), the mislabeled food prod­
uct, including any food product that fails 
to bear the general statement of sub­
standard fill specified in § 130.14(b) of 
this chapter, may be sold'by the manu­
facturer or processor directly to insti­
tutions operated by Federal, State or 
local governments (schools, prisons,¡hos­
pitals, etc.): Provided, That:

(1) The purchaser shall sign a state­
ment a t the time of sale stating that he 
is aware that the product is mislabeled 
to include acknowledgment of ,the na­
ture and extent of the mislabeling,

(e.g., “Actual net weight may be as low
a s ___ % below labeled quantity”) and
that any subsequent distribution by him 
of said product except for his own insti­
tutional use is unlawful. This statement 
shall be kept on file at the principal place 
of business of the manufacturer or proc­
essor for 2 years subsequent to the date 
of shipment of the product and shall be 
available to the Food and Drug Admin­
istration upon request.

(2) The product shall be labeled on 
the outside of its shipping container with 
the statement(s) :

(i) When the variation concerns net 
weight and/or drained weight or volume, 
“Product Mislabeled. Actual net weight 
(drained weight or volume where ap­
propriate) may be as low as —__% below 
labeled quantity. This Product Not for 
Retail Distribution”, the blank to be 
filled in with the maximum percentage 
variance between the labeled and actual 
weight or volume of contents of the in­
dividual packages in the shipping con­
tainer, and

(ii) When the variation is in regard 
to a fill of container standard, “Product 
Mislabeled. Actual fill may be as low as
_% below standard of fill. This Product
Not for Retail Distribution”.

(3) The statements required by para­
graph (t) (2) (1) and (ii) of this section, 
which may be consolidated where appro­
priate, shall appear prominently and 
conspicuously as compared * to other 
printed matter on the shipping con­
tainer and in boldface print or type 
on a clear, contrasting background in 
order td render them likely to be read 
and understood by the purchaser under 
ordinary conditions of purchase.
(Sec. 5 (a), 80 Stat. 1298 (15 tJ.S.C. 1454).)

Sec.
102.5 General principles.
102.19 Petitions.

Subpart B— Requirements for Specific 
Nonstandardized Foods

102.26 Frozen “heat and serve” dinner. 
102.28 > Foods packaged for use in the prep­

aration of “main dishes” or "din­
ners.*'

102.30 Noncar bonated beverage products 
containing no fruit or vegetable 
juice.

102.32 Diluted orange Juice beverages. 
102.37 Mixtures of edible fat or oil and olive 

oil.
102.39 Onion rings made from diced onion. 
102.41 Potato chips made from dried po­

tatoes.
102.45 Fish sticks or portions made from 

minced fish.
102.47 Bonito. .
102.49 Fried clams made from mmcea

clams.
102.50 Crabmeat.
102.54 Seafood cocktails.
102.55 Nonstandardized breaded c o m p o s i t e

Shrimp units.
102.57 Greenland turbot (Reinhardtius hip- 

poglossoides).
Au t h o r it y : Secs. 201 ( n ) ,  403, 701(a), 52 

Stat. 1041 as amended, 1047-1048 as amend , 
1055 (21 U.S.C. 321 ( n ) , 343, 371 (a )).

pint pt 
quart qt 
fluid fl

'  PART 102— COMMON OR USUAL NAME 
FOR NONSTANDARDIZED FOODS 

Subpart A—General Provisions
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Subpart A— General Provisions 

§ 102.5 General principles.
(a) The common or usual name of a 

food, which may be a coined term, shall 
accurately identify or describe, in as 
simple and direct terms as possible, the 
basic nature of the food or its charac­
terizing properties or ingredients. The 
name shall be uniform among all identi­
cal or similar products and may not be 
confusingly similar to the name of any 
other food that is not reasonably en­
compassed within the same name. Each 
class or subclass of food shall be given 
its own common or usual name that 
states, in clear terms, what it is in a way 
that distinguishes it from different foods.

(b) The common or usual name of a 
food shall include the percentage (s) of 
any characterizing ingredient(s) or com­
ponentes) when the proportion of such 
ingredient(s) or component(s) in the 
food has a material bearing on price or 
consumer acceptance or when the label­
ing or the appearance of the food may 
otherwise create an erroneous impression 
that such ingredient(s) or component(s) 
is present in an amount greater than is 
actually the case. The following require­
ments shall apply unless modified by a 
specific regulation in Subpart B of this 
part.

<D The percentage of a character­
izing ingredient or component shall be 
declared on the basis of its quantity in 
the finished product (i.e., weight/weight 
in the case of solids, or volume/volume 
in the case of liquids).

(2) The percentage of a character­
izing ingredient or component shall be 
declared by the words “containing (or
contains)-----percent (or % ) ____” or

Percent (or % )-----” with the first
blank filled in with the percentage ex­
pressed as a whole number not greater 
than the actual percentage of the in­
gredient or component named and the 
second blank filled in with the common 
or usual name of the ingredient or com­
ponent. The word “containing" (or “con­
tains"), when used, shall appear on a 
line immediately below the part of the 
common or usual name of the food re­
quired by paragraph (a) of this section. 
For each characterizing ingredient or
component, the words “___  percent
(or % ) -----" shall appear following or
directly below the word “containing” (or 
contains), or directly below the part of 
the common or usual name of the food 
required by paragraph (a) of this section 
when the word “containing" (or con­
tains) is not used, in easily legible bold- 

or type in distinct contrast to 
other printed or graphic matter, and in 
a height not less than the larger of the 
following alternatives:

(i) Not less than one-sixteenth inch 
m height on packages having a principal 
aisplay panel with an area of 5 square 
inches or less and not less than one- 
eighth inch in height if the area of the 
principal display panel is greater than 
5 square inches; or

(ii) Not less than one-half the height 
oi the largest type appearing in the part 
oi the common or usual name of the food 
required by paragraph (a) of this section.

(c) The common or usual name of a 
food shall include a statement of the 
presence or absence of any characteriz­
ing ingredient(s) or component(s) and/ 
or the need for the user to add any char­
acterizing ingredient(s) or component(s) 
when the presence or absence of such 
ingredient (s) or component (s) in the 
food has a material bearing on price or 
consumer acceptance or when the la­
beling or the appearance of the food may 
otherwise create an erroneous impres­
sion that such ingredient (s) or compo­
n en ts) is present when it is not, and 
consumers may otherwise be misled 
about the presence or absence of the in­
gredients) or component(s) in the food. 
The following requirements shall apply 
unless modified by a specific regulation in 
Subpart B of this part.

(1) The presence or absence of a char­
acterizing ingredient or component shall 
be declared by the words “containing (or
contains) ------------- ” or “containing
(or contains) no _________” or “no
---------- or “does not contain
------------”, with the blank being filled
in with the common or usual name of 
the ingredient or component.

(2) The need for the user of a food 
to add any characterizing ingredient(s) 
or component (s) shall be declared by an 
appropriate informative statement.

(3) The statement(s) required under 
paragraph (c) (1) and/or (2) of this 
section shall appear following or di­
rectly below the part of the common or 
usual name of the food required by para­
graphs (a) and (b) of this section, in 
easily legible boldface print or type in 
distinct contrast to other printed or 
graphic matter, and in a height not less 
than the larger of the alternatives es­
tablished under paragraph (b) (2) (i) 
and (ii) of this section.

(d) A common or usual name of a 
food may be established by common us­
age or by establishment of a regulation 
in Subpart B of this part, in Part 104 
of this chapter, in a standard of identity, 
or in other regulations in this chapter.
§ 102.19 Petitions.

(a) The Commissioner of Food and 
Drugs, either on his own initiative or on 
behalf of any interested person who has 
submitted a petition, may publish a pro­
posal to issue, amend, or revoke, under 
this part, a regulation prescribing a 
common or usual name for a food, pur­
suant to Part 2 of this chapter.

(b) If the principal display panel of 
a food for which a common or usual 
name regulation is established is too 
small to accommodate all mandatory re­
quirements, the Commissioner may es­
tablish by regulation an acceptable al­
ternative, e.g., a smaller type size. A 
petition requesting such -a regulation, 
which would amend the applicable regu­
lation, shall be submitted pursuant to 
Part 2 of this chapter.

Subpart B— Requirements for Specific 
Nonstandardized Foods

§ 102.26 Frozen “heal and serve” 
dinners.

(a) A frozen “heat and serve” dinner:

(1) Shall contain at least three com­
ponents, one of which shall be a signif­
icant source of protein and each of 
which shall consist of one or more of the 
following: meat, poultry, fish, cheese, 
eggs, vegetables, fruit, potatoes, rice, or 
other cereal based products (other than 
bread or rolls).

(2) May also contain other servings of 
food (e.g., soup, bread or rolls, beverage, 
dessert).

(b) The common or usual name of the 
food consists of all of the following:

(1) The phrase “frozen ‘heat and 
serve’ dinner,” except that the name of 
the predominant characterizing ingre­
dient or other appropriately descriptive 
term may immediately precede the word 
“dinner" (e.g., “frozen chicken dinner” 
or “frozen heat and serve beef dinner”) . 
The words ‘‘heat and serve” are optional. 
The word “frozen" is also optional, pro­
vided that the words “Keep Frozen” or 
the equivalent are prominently and con­
spicuously placed on the principal dis­
play panel in type size not less than that 
specified in § 102.5(b) (2) (i).

(2) The phrase “containing (or con­
tains) ---------- •” the blank to be filled in
with an accurate description of each of 
the three or more dish components listed 
in paragraph (a) (1) of this section in 
their order of descending predominance 
by weight (e.g., ham, mashed potatoes, 
and peas), followed by any of the other 
servings specified in paragraph (a) (2) 
of this section contained in the package 
(e.g., onion soup, enriched white bread, 
and artificially flavored vanilla pudding) 
in their order of descending predomi­
nance by weight. This part of the name 
shall by placed immediately following or 
directly below the part specified in para­
graph (b) (1) of this section in the man­
ner set forth in § 102.5(c) (3). The words 
“contains” or “containing” are optional.

(3) If the labeling implies that the 
package contains other foods and these 
foods are not present in the package, 
e.g., if a vignette on the package depicts 
a “serving suggestion” which includes 
any foods not present in the package, 
the principal display panel shall bear a 
statement that such foods are not pres­
ent, in type size not less than that speci­
fied in § 102.5(b) (2) (i).
§ 102.28 Foods packaged for use in the

preparation o f “main dishes” or
“dinners.”

(a) The common or usual name of a 
packaged food which is represented on 
the principal display panel by word or 
vignette to be used in the preparation of 
a “main dish”, “dinner”, or other such 
food serving, and to which some other 
important characterizing ingredient (s) 
or component (s) not present in the pack­
age must be added, consists of all the 
following:

(1) The common or usual name of 
each important ingredient or component 
in the package, in descending order of 
predominance by weight (e.g., “noodles 
and tomato sauce”) .

(2) An appropriate informative state­
ment identifying the food to be prepared 
by use of the package contents (e.g., “for 
preparation of chicken casserole”) .
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(3) An appropriate informative state­
ment that additional characterizing in­
gredient (s) or component^) must be 
added and which names the additional 
characterizing ingredient(s) or compo­
nentes) (e.g., “you must a d d --------to
complete the recipe,” the blank to be 
filled in with the name(s) of the import­
ant characterizing ingredient(s) or com­
ponentes) that must be added).

eb) The labeling required by para­
graph ea) of this section shall appear on 
the principal display panel.

el)  No word in the statement required 
by paragraph ea) e2) of this section may 
appear on the principal display panel 
more conspicuously or in larger type than 
the smallest and least conspicuous type 
employed on the panel for any word, 
phrase or statement within the scope of 
paragraph ea) e i) of this section.

<2) Every word in the statement re­
quired by paragraph (a)(3) of this sec­
tion shall appear on the principal display 
panel in easily legible bold face print or 
t y p e  in distinct contrast to other printed 
or graphic matter, and in a height not 
less than the larger of the following 
alternatives:

(i) Not less than one-sixteenthinch in 
height on packages having a principal 
display panel with an area of 5 square 
inches or less and not less than one- 
eighth inch in height if the area of the 
principal display panel is greater than 
5 square inches; or

(ii) Not less than one-half the height 
of the largest type appearing in the part 
of the common or usual name of the 
food required by paragraph (a) (1) and
(2) of this section.

(c) Any vignette which shows any food 
or characterizing ingredient(s) or com­
ponent (s) not included in the package 
shall be accompanied either by the state­
ment required by paragraph (a) (3) of 
this section or by a separate statement 
specifying the food or characterizing in­
gredientes) or component(s) shown in 
the vignette but not included in the 
package.

ed) If the statement specified in para­
graph ea) e2) of this section is used on 
any panel in addition to the principal 
display panel as a product identification 
statement, the complete common or usual 
name shall appear on such panel in the 
manner specified in paragraph eb) of 
this section.ee) When a brand name or other 
prominent product designation contains 
a word or words that includes or suggests 
an important characterizing ingredi­
entes) or componentes) that must be 
added, or otherwise states or implies that 
the package contains a complete main 
dish, dinner, or other food serving, the 
part of the common or usual name of the 
food required by paragraph ea) e3) of 
this section shall appear in direct con­
junction with such brand name or other 
designation and in type size not less than 
one-half the height of the largest type 
appearing in such brand name or other 
designation.

§ 102.30 Noncarbonated beverage prod­
ucts containing no fruit or vegetable
juice.

The common or usual name of noncar- 
bonated beverage products (including a 
concentrated, dehydrated, powdered, or 
other counterpart) containing no fruit 
or vegetable juice shall include the fol­
lowing:

(a) A descriptive name for the product 
meeting the requirements of § 102.5(a); 
and

(b) When the labeling or the color ̂  
and flavor of the beverage represents, 
suggests, or implies that any fruit or veg­
etable juice may be present (e.g., the 
product label bears the name or a varia­
tion of the name or any pictorial repre­
sentation of any fruit or vegetable, or 
the product contains color and flavor 
which give the beverage the appearance 
and taste of containing a fruit or vege­
table juice) the statement “Containing
(or contains) no -------------------- juice”,
or “n o __________ juice”, or “does not
contain______.______juice”, the blank
to be filled in with the name of the 
fruit(s) or vegetable(s) represented, sug­
gested, or implied, in the manner set 
forth  in § 102.5(c). If a nonspecific fruit, 
or vegetable juice content is represented, 
suggested, or implied, the blank shall be 
filled in with the word “fruit” or “vege­
table” as applicable.
§ 102.32 Diluted orange juice beverages.

(a) The common or usual name of a 
noncarbonated beverage containing less 
than 100 percent and more than 0 per­
cent orange juice shall be as follows:

(1 )  A descriptive name for the product 
meeting the requirements of § 102.5(a) 
(e.g., diluted orange juice beverage or 
another descriptive phrase) and

(2) A statement of the percent of 
orange juice contained in the product in 
the manner set forth in § 102.5(b) (2). 
The percent of orange juice shall be de­
clared in 5-percent increments, expressed 
as a multiple of five not greater than the 
actual percentage of orange juice in the 
product, except that the percent of 
orange juice In  products containing more

> than 0 percent but less than 5-percent 
orange juice shall be declared in the 
statement as “less than 5” percent.

(b) The percent of orange juice in the 
product shall be determined on the basis 
of the orange juice having an equivalent 
single strength of 11.8 percent orange 
juice soluble solids.
§ 102.37 Mixtures o f edible fat or oil 

and olive oiL
The common or usual name of a mix­

ture of edible fats and oils containing 
less than 100 percent and more than 0 
percent olive oil shall be as follows:

(a) A descriptive name for the product 
meeting the requirements of 2 102.5(a), 
e.g., “cottonseed oil and olive oil” or 
another descriptive phrase, and

(b) When the label bears any repre­
sentation, other than in the ingredient 
listing, of the presence of olive oil in the

mixture, the descriptive name shall be 
followed by a statement of the percent­
age of olive oil contained in the prod­
uct in the manner set forth in § 102.5(b) 
(2) .
§ 102.39 Onion rings made from diced 

onion.
(a) The common or usual name of the 

food product that resembles and is of the 
same composition as onion rings, except 
that it is composed of comminuted 
onions, shall be as follows:

(1) When the product is composed of 
dehydrated onions, the name shall be 
“onion rings made from dried diced 
onions.”

(2) When the product is composed of 
any form of onion other than dehy­
drated, the name shall be “onion rings 
made from diced onions.”

(b) The words “made from dried diced 
onions” or “made from diced onions” 
shall immediately follow or appear on a 
line(s) immediately below the words 
“onion rings” in easily legible boldface 
print or type in distinct contrast to other 
printed or graphic matter, and in a 
height not less than the larger of the 
following alternatives:

(1) Not less than one-sixteenth inch 
in height on packages having a prin­
cipal display panel with an area of 5 
square inches or less and not less than 
one-eighth inch in height if the area of 
the principal display panel is greater 
than 5 square inches; or

(2) Not less than one-half the height 
of the largest type used in the words 
“onion rings.”
§ 102.41 Potato chip» made from dried 

potatoes.
(a) The common or usual name of the 

food product that resembles and is of 
the same composition as potato chips, 
except that it is composed of dehydrated 
potatoes (buds, flakes, granules, or other 
form), shall be “potato chips made from 
dried potatoes.”

(b) The words “made from dried 
potatoes” shall immediately follow or 
appear on a line(s) immediately below 
the words “potato chips” in easily legible 
boldface print or type in distinct con­
trast to other printed or graphic matter, 
and in a height not less than the larger 
of the following alternatives:

(1) Not less than one-sixteenth inch 
in height on packages having a principal 
display panel with an area of 5 square 
inches or less and not less than one- 
eighth inch in height if the area of the 
principal display panel is greater than 5 
square inches; or

(2) Not less than one-half the height 
of the largest type used in the words 
“potato chips.”
§ 102.45 Fish sticks or portions m a d e  

from  minced fish.
(a) The common or usual name of the 

food product that resembles and is of 
the same composition as fish sticks or 
fish portions, except that it is composed
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of comminuted fish flesh, shall be “fish
____________ made from minced fish,”
the blank to be filled in with the word 
“sticks” or “portions” as the case may be.

(b) The words “made from minced 
fish” shall immediately follow or appear 
on a line(s) immediately below the words 
“fish------------- _” in easily legible bold­
face print or type in distinct contrast to 
other printed or graphic matter, and in 
a height not less than the larger of the 
following alternatives:

(1) Not less than one-sixteenth inch 
in height on packages having a principal 
display panel with an area of 5 square 
inches or less and not less than one- 
eighth inch in height if the area of the 
principal display panel is greater than 
5 square inches; or

(2) Not less than one-half the height
of the largest type used in the words 
“fish_________ "
§ 102.47 Bonito.

“Bonito” or “bonito fish” is the com­
mon or usual name of the food fish 
Sardi chilensis and Sardi velox.
§ 102.49 Fried clams made from minced 

clams. ' • /
(a) The common or usual name of the 

food product that resembles and is of the 
same composition as fried clams, except 
that it is composed of comminuted 
clams, shall be “fried dam s made from 
minced clams.”

(b) The words “made from minced 
clams” shall immediately follow or ap­
pear on a line(s) immediately below the 
words “fried clams” and in easily legible 
boldface print or type in distinct con­
trast to other printed or graphic matter, 
and in a height not less than the larger 
of the following alternatives:

(1) Not less than one-sixteenth inch 
in height on packages having a principal 
display panel with an area of § square 
inches or less and not less than one- 
eighth inch in height if the area of the 
principal display panel is greater than 
5 square inches; or

(2) Not less than one-half the height 
of the largest type used in the words 
“fried clams.”
§ 102.50 Crabmeat.

The common or usual name of crab- 
meat derived from each of the follow­
ing designated species of crabs shall be 
as follows:
Scientific name Common or usual

of crab name of crabmeat
Paralithodes camtschat- King crabmeat. 

tea and Paralithodes 
platypus.

Paralithodes brevipes___ King crabmeat 
or Hanasaki 
crabmeat.

Enmacrus isenbeckii__ Korean variety
crabmeat or 
Kegani crab-

. meat.
Chionoecetes oplio, c h i- Snow crabmeat. 

onoecetes tanneri, Chi­
onoecetes bairdii, and -
Chionoecetes angu- 
latus.

§ 102.54 Seafood cocktails.
The common or usual name of a sea­

food cocktail in package form fabricated

with one or more seafood ingredients 
shall be:

(a) When the cocktail contains only 
one seafood ingredient, the name of the 
seafood ingredient followed by the word 
“cocktail” (e g., shrimp cocktail, crab­
meat cocktail) and a statement of the 
percentage by weight of that seafood in­
gredient in the product in the manner 
set forth in § 102.5(b).

(b) When the cocktail contains more 
than one seafood ingredient, the term" 
“seafood cocktail” and a statement of 
the percentage by weight of each sea­
food ingredient in the product in the 
manner set forth in § 102.5(b),

No te : Section 102.54 (formerly § 102.5) 
was stayed in Its entirety at 40 FR 26267, 
June 23, 1975.
§ 102.55 Nonstandardized breaded com­

posite shrimp units.
(a) The common on usual name of the 

food product that conforms to the defi­
nition and standard of identity described 
by § 161.175(c) (6) of this chapter, ex­
cept that the food is made from com­
minuted shrimp and is not in raw frozen
form, shall be “----------------made from
minced shrimp,” the blank to be filled 
in with the words “breaded shrimp 
sticks” or “breaded shrimp cutlets” de­
pending upon the shape of the product, 
or if prepared in a shape other than that 
of sticks or cutlets “breaded shrimp
------------- made from minced shrimp,”
the blank to be filled by a word or phrase 
that accurately described the shape and 
that is not misleading.

(b) The words “made from minced 
shrimp” shall immediately follow or ap­
pear on a line(s) immediately below the 
other words required by this section in 
easily legible boldface print or type in 
distinct contrast to other printed or 
graphic matter, and in a height not less 
than the larger of the following alter­
natives :

(1) Not less than one-sixteenth inch 
in height on packages having a principal 
display panel with an area of 5 square 
inches or less and no less than one-eighth 
inch in height if the area of the prin­
cipal display panel is greater than 5 
square inches; or

(2) Not less than one-half the height 
of the largest type used in the words 
“breaded shrimp sticks” or the other 
comparable words required by this 
section.
§ 102.57 Greenland turbot ( R e i n h a r d - 

t iu s  h i p p o g l o s s o i d e s ) .

“Greenland turbot” is the common or 
Usual name of the food fish Reinhardtius 
hippoglossoides, a species of Pleuronec- 
tidae right-eye flounders. The term 
“halibut” may be associated only with 
Atlantic halibut (.Hippoglossus hippo- 
glossus) or Pacific halibut (Hippoglossus 
stenolepis).
^  ---------

PART 103— QUALITY STANDARDS FOR 
FOODS WITH NO IDENTITY STANDARDS 

Subpart A—General Provisions
See.
103.3 Definitions.
103.5 General principles.

Subpart B— Standards of Quality
Sec.
103.23 Frozen ready-to-eat banana, coco­

nut, chocolate, or lemon cream- 
type pies.

103.29 Food grade gelatin.
103.35 Bottled water.

Au t h o r it y : Secs. 401, 403, 701, 52 Stat. 
1046—1048 as amended, 1055—1056 as amended 
b y  70  Stat. 919 and 72 Stat. 948 (21 U.S.C. 
341, 343, 371) unless otherwise noted.

Subpart A— General Provisions 
§ 103.3 Definitions.

(a) A “lot” is:
(1) For purposes of determining qual­

ity factors related to manufacture, proc­
essing, or packing, a collection of pri­
mary containers or units of the same 
size, type, and style produced under con­
ditions as nearly uniform as possible and 
usually designated by a common con­
tainer code or marking, or in the absence 
of any common container code or mark­
ing, a day’s production.

(2) For purposes of determining qual­
ity factors related to distribution and 
storage, a collection of primary contain­
ers or units transported, stored, or held 
under conditions as nearly uniform as 
possible.

(b) A “sample” consists of 10 subsam­
ples (consumer units), taken one from 
each of 10 different randomly chosen 
shipping cases to be representative of a 
given lot, unless otherwise specified in a 
specific quality standard in this part.

(c) An “analytical unit” is the por­
tion (s) of food taken from a subsample 
of a sample for the purpose of analysis.
§ 103.5 General principles.

(a) The quality of a food depends upon 
numerous characteristics including but 
not limited to the levels of microorga­
nisms and such physical factors as tur­
bidity, color, flavor, and odor. Such char­
acteristics are indicative of the quality 
of the raw materials and ingredients, the 
degree of quality control used in manu­
facture, processing, and packing, and the 
conditions of distribution and storage. 
The diversity of raw materials, food 
processing, and distribution practices, as 
well as the variation in quality factors 
important to consumer's, requires that 
individual standards of quality be estab­
lished for different types of food. •

(b) (1) The label of a food that fails 
to meet the requirements of an applica­
ble standard of quality promulgated 
pursuant to this part shall bear the gen­
eral statement of substandard quality 
specified in § 130.14(a) of this chapter 
in the manner and form therein speci­
fied; but in lieu of such general state­
ment of substandard quality, the label 
may bear the alternative statement,
“Below Standard in Quality—______ M,
the blank to be filled in with whichever 
of the following are applicable,:

(1) “Contains Excessive Bacteria”.
(ii) “Excessively Turbid”.
(iii) “Abnormal Color”.
(iv) The phrase specified in the appli­

cable standard of quality to describe any 
other quality deviation.

(2) The statement of substandard 
quality shall appear on the principal dis­
play panel or panels and shall immedi-
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ately and conspicuously precede or fol­
low, without intervening written, printed 
or graphic matter, the name of the food.

(c) Product descriptions included in 
a standard of quality promulgated pur­
suant to this part are intended only to 
designate the class of foods to which the 
standards apply, and are not standards 
of identity for the products involved. 
Should a standard of identity later be 
established for any of these foods, the 
standard of quality will be recodified to 
appear in the same part of the regu­
lations.

(d) The food characteristics included 
in a standard of quality published in 
this part relate only to the quality of 
the food and not to compliance with 
any of the adulteration provision of sec­
tion 402 of the act. Compliance with a 
standard of quality promulgated pur­
suant to this part does not excuse fail­
ure to observe either the requirement of 
section 402(a)(4) of the act that food 
may not be prepared, packed, or held 
under insanitary conditions, dr the pro­
visions of Part 110 of this chapter re­
quiring that food manufacturers must 
observe current food manufacturing 
practices. For example, evidence ob­
tained through factory inspection indi­
cating such a violation renders the food 
unlawful, even though the food contains 
levels of microorganisms lower than 
those prescribed by an : applicable 
standard.

(e) The Commissioner of Food and 
Drugs, either on his own initiative or on 
behalf of any interested person who has 
submitted a petition, may establish 
amend, or repeal, under Subpart B of 
this part, a regulation prescribing a 
standard of quality for a food pursuant 
to Part 2 of this chapter.

Subpart B— Standards of Quality
§ 103.23 Frozen ready-to-eat banana, 

coconut, chocolate, or lem on cream- 
type pies.

(a) For the purposes of this section a 
frozen ready-to-eat banana, coconut, 
chocolate, or lemon cream-type pie is a 
frozen ready-to-eat pie that is labeled as 
and/or has the physical and composi­
tional characteristics of a cream-type 
pie, including but not limited to semi­
solid filling and/or topping, and contains 
flavoring and/or fruit ingredients cor­
responding to the banana, coconut, choc­
olate, or lemon flavor representation 
made for such pie. I t  is made with or 
without a crust.

(b) A sample of a frozen ready-to-eat 
banana, coconut, chocolate, or lemon

; cream-type pie, as defined in § 103.3(b) 
when examined by the methods de­
scribed in sections 41.015 and 41.016 of 
the “Official Methods of Analysis of the 
Association of Official Analytical Chem­
ists” 11th Ed. (1970) ,* shall meet stand­
ards of microbiological quality as follows:

(1) Aerobic plate count (geometric 
mean) ^50,000 per gram.

9 Copies may be obtained from: Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C. 
20044.

' (2) Coliform count (geometric mean) 
=^50 per gram, MPN.

(c) If the microbiological quality of 
the cream-type pies described in para­
graph (a) of this section faUs below the 
standard prescribed by paragraph (b) of 
this section, the label shaU bear the 
statement of substandard quaUty speci­
fied in § 103.5(b) (1) (i).
§ 103.29 Food grade gelatin.

(a) For the purposes of this section 
food grade gelatin is the high quality 
edible ground product that is labeled as 
and/or has the physical and composi­
tional characteristics of gelatin. It is 
extracted from animal bones and tissues 
in accordance with current good manu­
facturing practices. In hot solution it 
does not have a foreign odor, is clear and 
of light color.

(b) A sample of food grade gelatin, as 
defined in § 103.3(b), when examined in 
accordance with the methods described 
in sections 41.015 and 41.016 of the "Offi­
cial Methods of Analysis of the Associa­
tion of Official Analytical Chemists,” 
11th Ed. (1970) ,* shall meet standards of 
microbiological quality as follows :

(1) Aerobic plate count (geometric 
mean) <3,000 per gram.

(2) Coliform count (geometric mean) 
<10 per gram, MPN. In the preparation 
for examination of an analytical unit, as 
defined in § 103.3(c), 10 grams are 
weighed out aseptically into a 90 milli­
liter sterile water blank containing glass 
beads held at 45° C, with intermittent 
shaking for not more than 15 minutes.

(c) If the microbiological quality of 
gelatin falls below the standard as pre­
scribed by paragraph (b) of this sec­
tion, the label shall bear the statement 
of substandard quality specified in § 103.5 
(b)(1) (i>.
§ 103.35 Bottled water.

organisms per 100 milliliters and the 
arithmetic mean of the coliform density 
of the sample shall not exceed one coli­
form organism per 100 milliliters.

(c) Physical quality. Bottled water 
shall, when a composite of analytical 
units of equal volume from a sample is 
examined by the method described in 
Part 100 of the 13th Ed., 1971, of "Stand­
ard Methods for the Examination of Wa­
ter and Wastewater,” American Public 
Health Association,* meet standards of 
physical quality as follows :

(1) The turbidity shall not exceed 5 
units.

(2) The color shall not exceed 15 units.
(3) The odor shall not exceed thresh­

old odor No. 3.
(d) (1) Chemical quality. Bottled water 

shall, when a composite of analytical 
units of equal volume from a sample is 
examined by the methods described in 
Part 100 of the 13th Ed., 1971, of “Stand­
ard Methods of Examination of Water 
and Wastewater,” American Public 
Health Association*, meet standards of 
chemical quality and shall not contain 
chemical substances in excess of the fol-
lowing concentrations: 

Substance:

Concentration 
in  milligrams 

per liter
0.05

If— IPS i.o
___  0.01

250.0
Chromium (Hexavalent) _ ___  0.05

1.0
■ ; . 0.3

0.05

Nitrate __ - ___ ______ 45.0
- 0.001

0.01
!___ 0.05

250.0
Total Dissolved Solids----- ____  500.0
Zinc ------------------- _____  5.0

<a) Definition. "Bottled water” is de­
fined as water that is sealed in bottles 
or other containers and intended for 
human consumption. Bottled water does 
not include mineral water or any food 
defined in § 165.175 of this chapter.

(b) Microbiological quality. Bottled 
water shall, when a  sample consisting of 
analytical units of equal volume is ex­
amined by the methods described in Part 
400 of “Standard Methods for the Ex­
amination of Water and Wastewater,” 
13th Ed., 1971, American Public Health 
Association,* meet standards of micro­
biological quality as follows:

(1) Multiple-tube fermentation meth­
od. Not more than one of the analyt­
ical units in the sample shall have a 
most probable number (MPN) of 2.2 or 
more coliform organisms per 100 milli­
liters and no analytical unit shall have a 
MPN of 9.2 or more coliform organisms 
per 100 milliliters, or:

(2) Membrane filter method. Not more 
than one of the analytical units in the 
sample shall have 4.0 or more coliform

* "Standard Methods for the Examination 
of Water and Wastewater,” 13th Ed. 1971, can 
he obtained from the American Public 
Health Association, 1015 18th Street NW, 
Washington, DC 20036.

(2) (i) Bottled water packaged in the 
United States to which no fluoride is 
added shall not contain fluoride in ex­
cess of the levels in Table 1 and these 
levels shall be based on the annual aver­
age of maximum daily air temperatures 
a t the location where the bottled water 
is sold at retail.

T able 1

Annual average of 
maximum daily 
air temperatures: 

50.0-53.7 .
53.8- 58.3 _____. 
58.4-63.8
63.9— 70.0 _____
70.7-79.2 _____
79.3-90.5 _____

Fluoride 
concentration, 
in  milligrams 

per liter
___ 2.4

___ 2.2
~~ " ___ 2.0 

_ _ _ _  1.8 
__ 1,6 

—  1.4

(fi) Imported bottled water to which 
no fluoride is added shall not contain 
fluoride in excess of 1.4 milligrams per 
liter. , .

(ifi) Bottled water packaged in tne 
United States to which fluoride is addea 
shall not contain fluoride in excess of 
levels in Table 2 and these levels snail 
be based on the annual average of maxi­
mum daily air temperatures a t the loca­
tion where the bottled water is sold a 
retail.
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Table 2

Annual average of 
maximum daily 
air temperatures: 

50.0-53.7 ____________
53.8- 58.3 __________
58.4-63.8 _________
63.9- 70.6 __________
70.7-79.2 ____________
79.3-90.5 —___________

Fluoride 
concentration 
in milligrams 

per liter
------------1.7
——-------__ 1.5
-------_____ 1.3

1.2
___̂ ___1.0
— ____  0.8

(iv) Imported bottled water to which 
fluoride is added shall not contain fluo­
ride in excess of 0.8 milligram per liter.

(e) Radiological quality. Bottled water 
shall, when a composite of analytical 
units of equal volume from a sample is 
examined by; the methods described in 
Part 300 of the 13th Ed., 1971, of “Stand­
ard Methods for the Examination of 
Water and Wastewater” American Pub­
lic Health Association,* meet standards 
of radiological quality as follows :

(1) The bottled water shall not con­
tain radioactivity in excess of the follow­
ing concentrations:

Concentration 
in microcuries

Substance: per liter
Radium-226 ______ .__________________  3
Strontium-90 __________ ___ _____ io
(2) When it is known that the stron­

tium-90 and alpha emitters are absent, 
the composite shall not contain a gross 
beta concentration in excess of 1,000 
micromicrocuries per liter.

(f) Label statements. Bottled water, 
the quality of which is below that pre­
scribed by this section, shall be labeled 
with a statement of substandard quality 
as follows:

(1) When the microbiological quality 
of bottled water is below that prescribed 
by paragraph (b) of this section, the 
label shall bear the statement of sub­
standard quality specified in § 103.5(b).

(2) When the physical, Chemical, 
and/or radiological quality of bottled 
water is below that prescribed by para­
graphs Ce) through (e) respectively of 
this section, the label shall bear the 
statement of substandard quality speci­
fied in § 103.5(b) except that, as appro­
priate, instead of or in addition to the 
words “Contains Excessive Bacteria” the 
following statement(s) shall be used:

(i) “Excessively Turbid”, “Abnormal 
Color”, and/or “Abnormal Odor” if the 
bottled water fails to meet the require­
ments of paragraph (c) (1), (2), and/or
(3) , respectively, of this section.

(ii) “Contains Execessive Chemical 
Substances”, if the bottled water fails to 
meet any of the requirements of para­
graph (d) of this section. The specific 
chemical (s) may be declared in lieu of 
the words “Chemical Substances” in the 
statement “Contains Excessive Chemical 
Substances”. When a specific chemical 
is declared, that name by which the 
chemical (s) is designated in paragraph
(d) of this section shall be used. Ex­
ample: “Contains Excessive Copper”.

(iii) “Excessively Radioactive” if the 
bottled water fails to meet the require­
ments of paragraph (e) of this section.

4 “Standard Methods for the Examination 
of Water and Wastewater,” 13th Ed. 1971, 
be obtained from the American Public 
Health Association, 1015 18th Street NW., 
Washington, DC 20036.

(g) Adulteration. Bottled water con­
taining a substance at a level considered 
injurious to health under section 402 
(a> (1) of the act is deemed to be adulter­
ated, regardless of whether or not the 
bottled water bears a label statement of 
substandard quality prescribed by para­
graph (f) of this section.

PART 104— NUTRITIONAL QUALITY 
GUIDELINES FOR FOODS
Subpart A—General ProvisionsSec.

104.5 General principles.
104.19 Petitions.

Subpart B— [Reserved]
Subpatt C— Specific Nutritional Quality 

Guidelines
104.47 Frozen “heat and serve” dinner.

Authority: Secs. 201, 403, 701(a), 52 S ta t. 
1040-1042 as amended, 1047-1048 as amended, 
1055 (21 U.S.C. 321, 343, 371(a)) unless other­
wise noted.

Subpart A— General Provisions 
§ 104.5 General principles.

(a) A nutritional quality guideline pre­
scribes the minimum level or range of 
nutrient composition (nutritional qual­
ity) appropriate for a given class of food.

(b) Labeling for a product which com­
plies with all of the requirements of the 
nutritional quality guideline established 
for its class of food may state “This 
product provides nutrients in amounts 
appropriate for this class of food as 
determined by the U.S^ Government,” 
except that the words “this product” are 
optional. This statement, if used, shall be 
printed on the principal display panel, 
and may also be printed on the informa­
tion panel, in letters not larger than 
twice the size of the minimum type re­
quired for the declaration of net quan­
tity of contents by § 101.105 of this chap­
ter. Labeling of noncomplying products 
may not include any such statement or 
otherwise represent, suggest, or imply the 
product as being, in whole or in part, in 
compliance with a guideline.

(c) A product bearing the statement 
provided for in paragraph (b) of this 
section, in addition to meeting the re­
quirements of the applicable nutritional 
quality guideline, shall comply with the 
following requirements:<

CD The label of the product shall bear 
the common or usual name of the food 
in accordance with the provisions of the 
guideline and §§ 101.3 and 102.5(a) of 
this chapter.

(2) The label of the product shall bear 
nutrition labeling in accordance with 
§§ 101.2 and 101.9 of this chapter and all 
other labeling required by applicable sec­
tions of Part 101 of this chapter.

(d) No claim or statement may be 
made on the label or in labeling rep­
resenting, suggesting, or implying any 
nutritional or other differences between 
a product to which nutrient addition has 
or has not been made in order to meet 
the guideline, except that a nutrient ad­
dition shall be declared in the ingredi­
ent statement.

(e) Compliance with a nutrient level 
specified in a nutritional quality guide­
line shall be determined by the prooe-

dures and requirements established in 
§ 101.9(e) of this chapter.

(f) A product within a class of food 
for which a nutritional quality guide­
line has been established and to which 
has been added a discrete nutrient either 
for which no minimum nutrient level 
or nutrient range or other allowance has 
been established as appropriate in the 
nutritional quality guideline, or at a level 
that exceeds any máximum established 
as appropriate in the guideline, shall be 
ineligible to bear the guideline statement 
provided for in paragraph (b) of this 
section, and such a product shall also be 
deemed to be misbranded Under the act 
unless the label and áll labeling bear the 
following prominent and conspicuous
statement: “The addition o f ---- - to (or
“The addition o f ----- at the level con­
tained in) this product has been deter­
mined by the U.S. Government to be un­
necessary and inappropriate and does 
not increase the dietary value of the 
food,” the blank to be filled in with the 
common or usual name of the nutri­
ent (s) involved.
§ 104.19 Petitions.

The Commissioner of Food and Drugs, 
on his own initiative, on the advice of the 
National Academy of Sciences or other 
experts, or op behalf of any interested 
person who has submitted a petition, 
may issue a proposal to issue, amend, or 
revoke a regulation prescribing a nutri­
tional quality guideline for a class of 
foods, pursuant to Part 2 of this chapter.

Subpart B— [Reserved]
Subpart C— Specific Nutritional Quality 

Guidelines
§ 104.47 Frozen “heat and serve” din- 

nor«
(a) A product, for which a common or 

usual name is established in § 102.26 of 
this chapter, in order to be eligible to 
bear the guideline statement set forth 
at % 104.5(b), shall contain at least the 
following three components:

(1) One or more sources of protein 
derived from meat, poultry, fish, cheese, 
or eggs.

(2) One or more vegetables or vege­
table mixtures other than potatoes, rice, 
or cereal-based product.

(2) Potatoes,, rice, or cereal-based 
product (other than bread or rolls) or 
another vegetable or vegetable mixture.

(b) The three or more components 
named in paragraph (a) of this section, 
including their sauces, gravies, bread­
ing, etc.:

(1) Shall contribute not less than the 
minimum levels of nutrients prescribed 
in paragraph (d) of this section.

(2) Shall be selected so that one or 
more of the listed protein sources of 
paragraph (a)(1) of this section, ex­
cluding their sauces, gravies, breading, 
etc., shall provide not less than 70 per­
cent of the total protein supplied by the 
components named in paragraph (a) of 
this section.

(c) If it is necessary to add any nu­
trien te) in order to meet the minimum 
nutrient levels prescribed , in paragraph
(d) of this section, the addition of each 
suclr nutrient may not result in a total 
nutrient level exceeding 150 percent
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of the minimum level prescribed. Nu­
trients used for such addition shall be 
biologically available in the final product.

(d )  M in im u m  le v e ls  o f n u t r ie n ts  fo r  a  
fro ze n  “ h e a t  a n d  se rv e ” d in n e r  a re  a s  
fo llo w s :

Minimum levels for frozen “heat and serve” dinner—

Nutrient
For each 100 Calories (kcal) of the total components specified in par. (a)

For the total components specified in par. (a)

Protein, grams--Vitamin A, IU--Thiamine, mg--.-- Riboflavin, mg—Niacin, mg.... -Pantothenic acid,mg.t--- — —Vitamin, Bt, mg—  Vitamin, Bn, meg.

4.60m o o.05.06.99
,.32.16. .33 .62

16.0620.0.2.23.4
1.1
.6

1.1
2.2

Ü Ü - ; - -, 1

105.69

105.77
105.79

(1) A frozen “heat and serve” dinner 
prepared from conventional food in­
gredients listed in paragraph (a) of this 
section will also contain folic add, mag­
nesium, iodine, calcium, and zinc. Mini­
mum levels for these nutrients cannot be 
established a t the present time but may 
be specified as additional data are 
obtained.

(2) The minimum levels for panto­
thenic acid, vitamin B-6, and vitamin 
B-12 are tentative. Pinal levels will be 
established when sufficient data are 
available. Until final levels are estab­
lished, a product containing less than 
the tentative levels will not be deemed 
to be misbranded when labeled in ac­
cordance with § 104.5(b).

(3) When technologically practicable, 
iodized salt shall be used or iodine shall 
be present at a level equivalent to that 
which would be present if iodized salt 
were used in the manufacture of the 
product.

(4) When technologically practicable, 
product components and ingredients 
shall be selected to obtain the desirable 
calcium to phosphorous ratio of 1:1. 
Technological addition of phosphates 
shall be minimized and shall not ex­
ceed the amount necessary for the in­
tended effect.

(e) If the product includes servings 
of food which are not prescribed by 
paragraph (a) of this section (e.g., soup, 
bread or rolls, beverage, or dessert), 
their contribution shall not be consid­
ered in determining compliance with the 
nutrient levels established in paragraph 
(d) of this section but shall be included 
in any nutrition labeling.

(f) For the purposes of labeling, an 
“average serving” shall be one entire 
frozen “heat and serve”* dinner.

Sec.;
105.67 Certain label statements relating to 

certain food used in control' of 
body weight or in dietary manage­
ment with respect to disease.

Poods used to regulate sodium in­
take.

Vitamins and minerals.
Nonnutritive constituents.

Subpart C— [Reserved]
Subpart D— Standards of Identity 

105.85 Dietary supplements of vitamins and 
minerals.

Au t h o r it y : Secs. 403 , 701, 52 Stat. 1047— 
1048 as amended, 1055-1056 as amended (21 
U.S.C. 343, 371) unless otherwise noted.

Subpart A— General Provisions 
§ 105.3 Definitions and interpretations.

The definitions and interpretations of 
terms contained in section 201 of the 
Federal Food, Drug, and Cosmetic Act 
(hereafter “the act”) shall be applicable 
with the following additions:

(a) “Special dietary use:’ (1) The 
term “special dietary use” as applied to 
food used by man means a particular use 
for which a food purports or is repre­
sented to be used, including but not lim­
ited to the following:

(i) Supplying a special dietary need 
that exists by reason of a physical, physi­
ological, pathological, or other condition,

Sec.
105.3

105.60

105.62
105.65

PART 105— FOODS FOR SPECIAL 
DIETARY USE

Subpart A— General Provisions

including but not limited to the condi­
tion of disease, convalescence, preg­
nancy, lactation, infancy, allergic hyper­
sensitivity to food, underweight, over­
weight, or the need to control the intake 
of sodium.

(ii) Supplying a vitamin, mineral, or 
other ingredient for use by man to sup­
plement his diet by increasing the total 
dietary intake. (Rules applicable to the 
composition and labeling of dietary sup­
plements of vitamins and minerals, in­
cluding applicable exemptions, are pro­
vided by § 105.85.)

(iii) Supplying a special dietary need 
by reason of being a food for use as the 
sole item of the diet.

(2) The use of an artificial sweetener 
in a food, except when specifically and 
solely used for achieving a physical char­
acteristic in the food which cannot be 
achieved with sugar or other nutritive 
sweetener, shall be considered a use for 
regulation of the intake of calories and 
available carbohydrate, or for use in the 
diets of diabetics and is therefore a spe­
cial dietary use.

(b) U.S. Recommended Daily Allow­
ances (U.S. RDA’s) . (1) The term “U.S. 
Recommended Daily Allowance (U .S. 
RDA) ” means the following daily 
amounts of the following vitamins and 
minerals:

Vitamin A ______________ International units---  1« 600Vitamin D __ _______— ...do— — ..... 400Vitamin E..______   ...do-------   £Vitamin C „ — .__________ Milligrams--- ...-— - 35Folic acid..̂ ...— .----- do...........-Thiamine.. _________________ do.--- ..........
Riboflavin..--- J --- --- .......do......... . •Niacin__ _______ t---- ------ do— — ;---  8Vitamin B«_______— ,--- .'---— do--- ----....... •Vitamin Bp.______y___ .... Micrograms..---.— --Biotin....— —  ..... Milligrams.....—  •Pantothenic acid.------------- do.------ --- -Calcium— .... . Grams....................Phosphorus........   ----do........ ...Iodine...........- ......Micrograms....... . »5Iron.— ... — ...........Milligrams...— --- ¿5Magnesium...... — ....— do—  ........Copper..... .........----— do....— —Zinc— — — ---— .... do...... — —

.6

Children under 4 years of age
Adults and children 4 or more years of age

Pregnant or Isolating women

2,500 6,000 8,000
400 400 400
10 30 30
40 60 60
.2 .4
.7 1.6 1.1

i .8 1.7 2.1
9 20 20
.7 2.0 2.
3 6 8

»5 .15 .30
5 10 10

1 .8 1.0 1.
> .8 1.0 1.

70 150 150
10 18 18
200 400 450

S 1.0 2.0 2.
8 16 15

The following synonyms may be added in parentheses immediately following the name of the vitamin. 
...........  ■ S y n o n y m

Riboflavin....... 1.......... ....................... ... vitamin B,.Thiamine...:— ...— -—  .................................-...... g............. | ..........
(2) The U.S. Recommended Daily Al­

lowances (U.S. RDA’s) have been derived 
by the Food and Drug Administration 
from the “Recommended Dietary Allow­
ances,” published by the Food and Nutri­
tion Board, National Academy of Sci- 
ences/National Research Council, and 
are subject to amendment as more

Reference Form

knowledge on human nutrient require­
ments becomes available.

(3) For determining the percentage 
of the U.S. RDA present in a quantity of 
food, as required by § 105.77(a), the 
quantitative content of the following vi­
tamins shall be calculated in terms of 
the following chemically identifiable ref­
erence forms:

Vitamin Name Empirical formula

Definitions and interpretations.
Subpart B—Label Statements 

Restrictions, placement, false or mis­
leading representations. 

Hypoallergenic foods.
Infant foods.

Vitamin C..:... ...  JL-Aseorbicacid...— — — -....C*HsO« . .—  ---------- -Folic acid— — ----Pteroyl mono-b-glutamic acid......— — —  CmH uN jO. — —Thiamine__________ Thiamine chloride hydrochloride..— — — — —  CftHirClNdisiiC)
Riboflavin.Niacin_____ ____Vitamin B#.._---Vitamin Bu_.___ _Biotin---- ------
Pantothenic acid___

Riboflavin__— --- ...-------•-- ....--- -—  C i»HjoN,0«Nicotinic acid_____ ___________ ...------—  CtHjNOiPyrldoxine— — ----------- — — —  ----—  CiIIiiNOjCyanocobalamin— — — . i.....— ---—  O kH m C oN kO i,!'P-Biotin.............. ....— ...........C i»HijN iO*S
P-Pantothenicacid..___;-- ----- — --- .... C*Hi»NOj

Molecular
weight

176.12441.41337.28376.37
123.11
169.181,366.40244.31219.23
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(c) In addition to the nutrients 

listed in paragraph (b) of this section, 
other vitamins and minerals recognized 
as essential or probably essential in hu­
man nutrition in their biologically active 
forms but for which no U.S. RDA’s have 
been established are: vitamin K, choline, 
and the minerals chlorine, chromium, 
fluorine, manganese, molybdenum, 
nickel, potassium, selenium, silicon, 
sodium, tin, and vanadium.

(d) The term “artificial sweetener” 
means a sweetening substance not used 
in normal metabolism as a source of 
calories.

(e) The term “infant” means a person 
not more than 12 months of age.

(f) The term “serving” means that 
reasonable quantity of food suited for or 
practicable of consumption as part of a 
meal either by an adult male engaged in 
light physical activity, or by an infant 
or child when the article purports or is 
represented to be for infant feeding or 
child consumption. A label statement re­
garding a serving, as used in this part, 
shall be in terms of a convenient unit of 
such food or a convenient unit of meas­
ure than can be readily understood by 
purchasers of such food, e.g., a serving 
may be expressed in terms of slices, cook­
ies, or wafers, or in terms of ounces, fluid 
ounces, teaspoonfuls, tablespoonfuls, or 
cupfuls. A teaspoonful shall be consid­
ered to mean 5 milliliters (approximately 
Ve fluid ounce) in volume; a tablespoon­
ful shall be considered to mean 15 milli­
liters (approximately y2 fluid ounce) in 
volume; and a cupful shall be considered 
to mean 240 milliliters (approximately 
8 fluid ounces) in volume.

(g) The term “diabetic” means a per­
son having diabetes mellitus.
(Secs. 201 (n), 401, 403 (a) and (j), 411, 701 
(a) and (e), 52 Stat. 1041, 1046-1048, 1055, 
70 Stat. 919, 90 Stat. 410-411 (21 U.S.C. 321 
(n), 341, 343 (a) and (J), 35Ò, 371 (a) and 
(*).).)

Subpart B— Label Statements
§ 105.60  ̂ Restrictions, placement, false 

or misleading representations.
(a) If a food purports or is represented 

to be for any special dietary use, unless 
covered by other regulations, the princi­
pal display panel of its label shall bear a 
conspicuous statement of the usefulness 
of the food, limited to a listing of the 
dietary properties upon which such use is 
based: Provided, however, That if in­
sufficient Space is available on the prin­
cipal display panel, the information 
panel may be used pursuant to § Ì01.2 of 
this chapter, if such use is consistent 
with § 101.15 of this chapter. Such state­
ment shall show the presence or absence 
of any substance, any alteration of the 
quantity or character of any constitu­
ent, and any other special dietary prop­
erty of such food upon which such use 
is based.

(b) A food which purports or is repre­
sented to be a food for special dietary 
use shall be deemed to be misbranded 
hrtqer sections 201 (n) and 403 (a) and
(j) _ of the act If jits labeling bears any 
statement, vignette, or other printed or

graphic matter that represents, suggests, 
or implies :

(1) That the food, because of the pres­
ence or absence of certain vitamins and/ 
or minerals, is adequate or effective in 
the prevention, cure, mitigation, or treat­
ment of any disease or symptom, except 
that the label may state that the food is 
a source of an essential nutrient and that 
this nutrient is important for good nu­
trition and health, and except that 
provision shall not apply to foods rep­
resented for use solely under medical 
supervision in the dietary management 
of specific diseases and disorders.

(2) That a balanced diet of ordinary 
foods cannot supply adequate amounts 
of nutrients: Provided, That representa­
tions may be made that it is often im­
practical to supply the iron requirements 
of infants, children, and women of child­
bearing age with a diet of conventional 
foods.

(3) That the lack of optimum quality 
of a food, by reason of the soil on which 
that food is grown, is or may be respon­
sible for an inadequacy or deficiency in 
the quality of the daily diet.

(4) That the storage, transportation, 
processing, or cooking of a food is or may 
be responsible for an inadequacy or de­
ficiency in the quality of the daily diet.

(5) That the food has dietary proper­
ties when such properties are of no sig­
nificant value or need in human nutri­
tion. Except as provided in § 105.85(e), 
ingredients or products such as rutin, 
other bioflavonoids, paraaminobenzoic 
acid, and similar substances which have 
in the past been represented as having 
nutritional properties but which have 
not been shown to be essential to human 
nutrition may not be combined with vita­
mins and/or minerals, added to food 
labeled in accordance with this section, 
or otherwise used or represented in any 
way which states or implies nutritional 
benefit. Ingredients or products of this 
type may be marketed as individual 
products or mixtures thereof: Provided, 
That the possibility of nutritional, 
dietary, or therapeutic value is not stated 
or implied. Examples of false or mislead­
ing statements or implications are:

(i) Label statements to the effect that 
need or usefulness in human nutrition 
has not been established.

(ii) Label statements which otherwise 
disclaim nutritional, dietary, or thera­
peutic value.

(6) That a natural vitamin in a food 
is superior to an added or synthetic 
vitamin, or that there is a difference be­
tween vitamins naturally present-and 
those that have been added.
(Secs. 201 (n), 401, 403 (a) and (j), 411, 701 
(a) and (e), 52 Stat. 1041, 1046-1048, 1055, 
70 Stat. 919, 90 Stat. 410-411 (21 U.S.C. 321 
(U), 341, 343 (a) and (j), 350, 371 (a) and
(•»■.J
§ 105.62 Hypoallergenic foods.

If a food purports to be or is repre­
sented for special dietary use by reason 
of the decrease or absence of any aller­
genic property 6r by reason of being 
offered as food suitable as a substitute for

another food having an allergenic prop­
erty, the label shall bear:

(a) The common or usual name and 
the quantity or proportion of each in­
gredient (including spices, flavoring, and 
coloring) in case the food is fabricated 
from two or more ingredients.

(b) A qualification of the name of the 
food, or the name of each ingredient 
thereof in case the food is fabricated 
from two or more ingredients, to reveal 
clearly the specific plant or animal that 
is the source of such food or of such in­
gredient, if such food or such ingredient 
consists in whole or in part of plant or 
animal matter and such name does not 
reveal clearly the specific plant or animal 
that is such a source.

(c) An informative statement of the 
nature and effect of any treatment or 
processing of the food or any ingredient 
thereof, if the changed allergenic prop­
erty results from such treatment or 
processing.
(Secs. 401, 403(j), 701(e)., 52 Stat. 1046 as 
amended, 1048, 70 Stat. 919 (21 U.SC 341 
343(j), 371(e))..)
§ 105.65 Infant foods.

(a) If a food (other than a dietary 
supplement of vitamins and/or minerals 
alone) purports to be or is represented 
for special dietary use for infants, the 
label shall bear, if such food is fabricated 
from two or more ingredients, the com­
mon or usual name of each ingredient, 
including spices, flavoring, and coloring.

(b) If such food, or any ingredient 
thereof, consists in whole or in part of 
plant or animal matter and the name of 
such food or ingredient does not clearly 
reveal the specific plant or animal which 
is its source, such name shall be so quali- 
nod as to reveal clearly the specific plant 
or animal that is such source.

(c) If such use of the food is by reason 
of its simulation of human milk or its 
suitability as a complete or partial sub­
stitute for human milk, the label shall 
also bear:

(1) A statement of the percent by 
weight or weight per unit volume of 
moisture, protein, fat, available carbohy­
drate, ash, and crude fiber contained in 
such food.

(2) A statement of the number of 
available kilocalories (in the case of food 
label statements, a kilocalorie is repre­
sented by the word “Calorie”) supplied 
by a specified quantity of such food as 
customarily or usually prepared for 
consumption.

(3) A statement of the amount of 
each vitamin or mineral listed in para­
graph (c)<5) of this section and the 
amount of other added vitamin (s) and 
mineral(s) supplied by a specified quan­
tity of such food as customarily or 
usually prepared for consumption.

(4) The statement “This product 
should not be used as the sole source of 
protein in the infant diet” if a quantity 
which supplies 100 available kilocalories 
of such food as customarily or usually 
prepared for consumption contains less 
than 1.8 grams of protein of a biological 
quality equivalent to that of casein, or if
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the amount and biological quality of pro­
tein per 100 available kilocalories of such 
food are such that the quality of protein 
expressed as a fraction of that of casein 
multiplied by the amount of protein in 
grams is less than 1.8, or if the biological 
quality of protein is less than 70 percent 
of that of casein.

(i) For the purpose of this paragraph
(c)(4), the method for determining 
biological quality of protein shall be the 
method prescribed on page 800 (secs. 
39.166-39.170) under “Biological Evalua­
tion of Protein Quality—Official, Final 
Action” of “Official Methods of Analysis 
of the Association of Official Analytical 
Chemists,” 11th edition (1970) .*

(ii) For the purpose of this paragraph
(c)(4), the method for determining 
the amount of protein is to multiply by 
6.25 the total nitrogen content in grams, 
as determined by the method described 
on page 16 (sec. 2.051) under “Improved 
Kjeldahl Methods for Nitrate-Free Sam­
ples—Official, Final Action” of “Official 
Methods of Analysis of the Association 
of Official Analytical Chemists,” 11th 
edition (1970)

(5) If a quantity which supplies 100 
available kilocalories of such food as 
customarily or usually prepared for con­
sumption contains less than the follow­
ing amounts of vitamins and minerals, 
a statement that an additional quantity 
of such vitamin(s) or mineral(s), as the 
case may be, should be supplied from 
other sources:

acid (linoleate), as the case may be, 
should be supplied from other sources. 
The requirement of this paragraph (c) 
(6) shall not apply to such food which 
purports to be or is represented for spe­
cial dietary use by reason of a need for 
regulating the intake of fat.

(d) The provisions of paragraph (c) 
of this section shall not apply to whole 
milk (of cows) or evaporated milk ex­
cept with respect to ascorbic acid, vita­
min D, and iron under paragraph (c) (5) 
of this section.

(e) A food which purports to be or is 
represented for special dietary use solely 
as a food for infants by reason of its 
simulation of human milk or its suit­
ability as a complete or partial substitute 
for human milk, and which complies with 
the provisions of this section, shall be 
exempt from the effective provisions of 
§§ 105.67 and 105.77.
§ 105.67 Certain label statements relat­

ing to certain food used in  control of 
body weight or in dietary manage­
ment with respect to disease.

If a food purports to be or is repre­
sented for special dietary use by man by 
reason of its use as a means of regulat­
ing the intake of protein, fat, carbohy­
drate, or calories, for the purpose of con­
trolling body weight, or for the purpose 
of dietary management with respect to 
disease, the label shall bear a statement 
of:

(a) The percent by weight of protein, 
fat, and available carbohydrates in such

erals, as set forth in § 105.3(b), supplied 
by such food when consumed in a spec­
ified quantity during a period of 1 day. 
The quantity specified shall be a reason­
able quantity suitable for and practicable 
of consumption within 1 day. The order 
in which the nutrients appear on the 
label shall be the order in § 105.3(b), ex­
cept when other regulations provide 
otherwise. Immediately preceding the 
declaration of vitamin and mineral con­
tent, the following heading shall be 
stated, Percentage of TJ.S. Recom­
mended Daily Allowances (U.*S. RDA),” 
If such purported or represented special 
dietary use is for persons within more 
than one group for which U.S. RDA’s 
are established, such statement shall in­
clude the percentage for each group. 
When the percentage of the U.S. RDA 
is a whole number and a fraction or a 
whole number and a decimal, it shall be 
expressed as the whole number dis­
regarding the fraction or decimal. The 
total quantity of vitamins or minerals 
in a food shall be no less than the amount 
declared, and no more than a reasonable 
amount above the declared quantity. 
Reasonable variations caused by heat, 
light, oxidation, storage, transportation, 
or unavoidable deviations in good manu­
facturing practice are recognized.

(b) Vitamins and minerals for which 
no U.S. RDA’s are established. If a food 
purports or is represented to be for spe­
cial dietary use because of the presence 
of a vitamin or mineral for which no 
U.S. RDA has been established, the quan-

Vitamins and Unit of Minimum
minerals measurement amounts

Vitamin A -..—--__International units. 250
Vitamin D........-.......—do.......... .......  40
Vitamin E................. ---do—-............... 0.3Ascorbic acid Milligrams---------- 7.8

(vitamin C).Thiamine (vitamin ___do------------ — v. vm
B i). . n ».Riboflavin (vitamin ---- do----- ------- u-
Bi)Niacin ! ...........1--- Milligram 0.8equivalents.

Vitamin B»-........ ..Milligrams----------- 0.035
Folacin.... ...........— Micrograms......... -- 4
Pantothenic acid...... Milligrams—..........  0.3
Vitamin Bis.............Micrograms-............ 0.15
Calcium.................- Milligrams.............. 50
Phosphorus__________do....... ...........r . ■«;
Magnesium.....................do..--- --------  *
Iron_______-......... --:-d°-.......-.........  *Iodine.....................Micrograms......... — 5
Copper................. Milligrams.—.......  0.06

1 The generic term “niacin” includes niacin (nicotinic 
acid) niacinamide (nicotinamide), and 1 mg equivalent 
for each 60 milligrams of tryptophan in the food.
When a statement prescribed by this 

-paragraph (c) (5) is required, it shall ap­
pear in immediate proximity to the 
statement for the appropriate vitamin 
or mineral required by paragraph (c) (3) 
of this section. The difference in quan­
tity between the amount of vitamin(s) 
and mineral(s) supplied and the amount 
required by this paragraph, expressed 
on the same basis, must also appear in 
the same statement.

(6) If such food contains fat at a level 
supplying less than 15 percent of the total 
available kilocalories, or linoleic acid 
(present as a glyceride) at a level sup­
plying less than 2 percent of the total 
available kilocalories, a statement that 
an additional quantity of fat or linoleic

See footnote 2 on p. 14326.

food; and
(b) The number of available calories 

supplied by a specified quantity of such 
food.
§ 105.69 Foods used to regulate sodium  

intake.
If a food purports to be or is repre­

sented for special dietary use by man by 
reason of its use as a means of regulating 
the intake of sodium or salt (sodium 
chloride), the label shall bear a state­
ment of the number of milligrams of 
sodium in 100 grams of such food and a 
statement of the number of milligrams 
of sodium in a specified serving of such 
food. The number of milligrams of so­
dium shall be declared as the nearest 
multiple of 5 milligrams, as determined 
by appropriate analysis, except that, if 
such food contains not more than 10 
milligrams of sodium in 100 grams of the 
food and not more than 10 milligrams of 
sodium in a specified serving of the food, 
the label shall bear a statement to that 
effect.
(Secs. 401, 403(J), 701(e), 52 Stat. 1046 as 
amended, 1048, 70 Stat. 919 (21 U.S.C. 341, 
343(J), 371(e)).)
§ 105.77 Vitamins and minerals.

(a) Vitamins and minerals for which 
U.S. RDA’s are established. If a food pur­
ports or is represented to be for special 
dietary use because of vitamin or min­
eral properties for which U.S. RDA’s 
have been established, the label shall 
bear a statement of the percentage of 
the U.S. RDA of such vitamins and min-

tity of each such nutrient (in the order 
listed in § 105.3(c), except when other 
regulations provide otherwise) supplied 
by the food when consumed in a specified 
quantity during a period of 1 day shall be 
stated on the label in standard metric 
units of weight followed by the statement 
“No U.S. Recommended Daily Allowance 
(U.S. RDA) has been established for this 
nutrient” or by an asterisk referring to 
another asterisk at the bottom of the 
table and followed by that statement. 
The quantity of consumption specified 
shall be a reasonable quantity suitable 
for and practicable of consumption with­
in 1 day.

(c) Applicability. When paragraphs
(a) and (b) of this section are both ap­
plicable ̂ information required by para­
graph (b) with respect to vitamins shall 
follow immediately after information re­
quired by paragraph (a) with respect to 
vitamins; information required by para­
graph (b) with respect to minerals shall 
follow immediately after information re­
quired by paragraph (a) with respect to 
minerals; and the quantity of consump­
tion specified pursuant to each para­
graph shall be the same.

(d) Iodized salt. The requirements of 
this section shall not apply to iodized salt 
when the declared content of the iodine 
compound in the salt is equivalent to 0.01 
percent by weight iodine.
(Secs. 20Î(n), 401, 403 (a) and (j) , 41i, 70l 
(a) and (e), 62 Stat. 1041, 10f 6-1048 1055, 
70 Stat. 919, 90 Stat. 410-411 (21 U.S.C. 3 
(n), 341, 343 (a) and (J), 350, 371 (a) a
(©) ) •)
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§ 105.79 Nonnutritive constitutents.

If a food purports to be or is repre­
sented for special dietary use by man 
by reason of the presence of any con­
stituent which is not utilized in normal 
metabolism, the label shall bear a state­
ment of the percent by weight of such 
constituent, and, in juxtaposition with 
the name of such constituent, the word 
“nonnutritive”. If such constituent is 
fibrous plant matter, it shall be con­
sidered to be crude fiber and its percent 
expressed as such. But if such constit­
uent is saccharin or a saccharin salt, 
the label shall bear, in lieu of such state­
ment and word, the statement “Con­
tains ___ saccharin (or saccharin salt,
as the case may be), a nonnutritive, 
artificial sweetener which should be used 
only by persons who must restrict their 
intake of ordinary sweets,” the blank 
to be filled in with the percent by weight 
of saccharin or saccharin salt in such 
food. The provisions of this section shall 
not be construed as authorizing the use 
of saccharin or its salts in any food 
other than one for use by persons who 
must restrict their intake of carbohy­
drates, or as relieving any food from 
compliance^with any requirement of sec­
tions 402 (b) or (d), 403(g), or other 
provisions of the act.

Subpart C— [Reserved]
Subpart D-—Standards of Identity

§ 105.85 Dietary^ supplements of vita­
mins and minerals.

(a) General provisions—(1) Articles 
subject to this regulation; “dietary sup­
plements.” The dietary supplements of 
vitamins and/or minerals for which defi­
nitions and standards of identity are 
prescribed by this section are prepared 
and offered as tablets, capsules, wafers, 
or other similar uniform units; in pow­
der, granular, flake, or liquid form; or in 
the physical form of conventional foods; 
and purport to be or are represented for 
special dietary use by man to supple­
ment his diet by increasing the total di­
etary intake of one or more of the es­
sential vitamins and/or, minerals speci­
fied in paragraph (d) of this section. The 
dietary supplements of vitamins and/or 
minerals are henceforth referred to as 
“dietary supplements” in this section.

(2) Articles not subject to this regu­
lation. This section does not apply to:

(i) Any food which contains or con­
sists of any vitamin or mineral listed in 
§ 105.3(b) (1), or any combination there­
of, provided that all of the following 
requirements are met: (a) No such nu­
trient is contained a t a level of 50 per­
cent or more of the adult U.S. RDA per 
serving for that nutrient, (h) no direct 
or implied representation is made on the 
label, in labeling, or in advertising that 
the product is a dietary supplement or 
is adequate or appropriate for supple­
menting the daily diet with essential nu­
trients, and (c) the product is labeled 
pursuant to § 101.9 of this chapter.

(ii) Foods the composition of which is 
defined by other regulations, e.g., other 
foods for which definitions and stand­
ards of identity or nutritional quality

guidelines have been promulgated, or 
statutes.

(iii) Any food represented for use as 
the sole item of a meal or of the diet.

(iv) Foods represented for use solely 
under medical supervision to meet nu­
tritional requirements in specific med­
ical conditions.

(v) Conventional foods to which one 
or more nutrient (s) listed in paragraph 
(d) (1) of this section are added to im­
prove nutritional quality, unless the total 
level, including any naturally occurring 
amounts, of any such added vitamin or 
mineral- per single serving attains or 
exceeds 50 percent of the U.S. Recom­
mended Daily Allowance (U.S. RDA) for 
adults and children 4 years or more of 
age as specified in § 105.3(b) (1), in 
which case the provisions of both this 
section and § 101.9 of this chapter shall 
apply. If the provisions of both this sec­
tion and § 101.9 of this chapter apply to 
a food, the labeling of such food shall 
conform to the labeling established in 
this section except that the labeling es­
tablished in § 101.9(c) of this chapter, 
including the order for listing vitamins 
and minerals established in § 101.9(c) 
(7) (iv) of this chapter, shall be used in 
lieu of the labeling established in para­
graph (i) (1) of this section.

(vi) Raw agricultural commodities*
(vii) A food with nutrients restored to 

pre-processing levels or added pursuant 
to § 101.3(e) of this chapter so that it is 
not nutritionally inferior to the food for 
which it substitutes and which it resem­
bles.

(3) Enforcement. Any food product 
that meets the definition of a dietary 
supplement in paragraph (a) (1) of this 
section and which is not subject to any 
of the exemptions set forth in paragraph 
(a) (2) of this section and which fails to 
comply with the requirements of this 
section, including a multicomponent 
supplement not subject to paragraph (e) 
of this section which offers an added 
vitamin or mineral not permitted by this 
section or which offers a greater potency 
of any vitamin or mineral than is per­
mitted by this section, will be deemed to 
be in violation of section 403(g) of the 
Federal Food, Drug, and Cosmetic Act 
(hereafter “the act”) , which provides 
that a food shall be deemed to be mis­
branded if it purports to be or is repre­
sented as a food for which a definition 
and standard of identity has been pre­
scribed, unless it conforms to the defini­
tion and standard.

(4) Other requirements of law. Com­
pliance with the requirements of this 
section does not exempt a dietary sup­
plement from other requirements of any 
other applicable regulations, whether or 
not cross-referenced herein.

(5) Amendments to this standard. 
Amendment of the permissible combina­
tions of vitamins and/or minerals, as 
established in paragraph (h) of this 
section, or of the permitted range of po­
tency for any vitamin (s) or mineral (s) 
in a dietary supplement, as established 
in paragraph (c) o{ this section, or any 
other amendments to this section, may be 
proposed by the Commissioner of Food
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and Drugs on his own initiative or upon 
petition by an interested person in ac­
cordance with the procedure set forth in 
Part 2 of this chapter. Any such peti­
tion shall show that such amendment 
will promote honesty and fair dealing in 
the interest of consumers.

(b) Inclusion of vitamins and min­
erals in dietary supplements. Except as 
provided in paragraph (e) of this sec­
tion: (1) A dietary supplement consist­
ing of more than one vitamin or mineral 
shall contain only those vitamins and/ 
or minerals listed in paragraph (d) (1) 
of this section and shall be offered for its 
vitamin and/or mineral content only in 
the following combinations, with the pro­
vision that any vitamin or mineral de­
fined as optional in paragraph (d)(1) 
of this section may be omitted:

(i) All vitamins and minerals.
(ii) All vitamins.
(iii) All minerals.
(iv) All vitamins and the mineral iron.
(v) A dietary supplement o f  vitamins 

A, D, and C, represented for use by in­
fants and/or children under 4 years of 
age, composed of vitamin A, vitamin D 
and vitamin C. Vitamin E and/or iron 
may be included as optional ingredients 
in such a preparation: Provided, That 
inclusion of the optional ingredients vi­
tamin D and/or phosphorous in the die­
tary supplements identified in para­
graph (b)(1) (i), (ii), (in) or (1V) of 
this section does not require inclusion of 
any additional optional ingredients. In ­
clusion of the optional ingredients biotin 
and pantothenic acid and/or copper and 
zinq in such products does not require 
inclusion of vitamin D and/or phospho­
rus when the latter two nutrients are op­
tional. Inclusion of any of the other 
optional ingredients (biotin or panto­
thenic acid for vitamins and copper or 
zinc for minerals) in such products re­
quires the inclusion of both such optional 
ingredients if the product is a multi­
vitamin or multimineral supplement and 
requires the inclusion of all four such 
ingredients if the produqt is a multi­
vitamin and multimineral supplement; 
and: Provided further, That folic acid is 
optional for liquid dietary supplements 
because of instability of the vitamin in 
liquid preparations. A liquid dietary sup­
plement represented as a “m ultivitam in” 
preparation but not containing folic acid 
shall bear the following statement on the 
label: “This product does not contain 
the essential vitamin folic acid,” which 
shall immediately follow the listing of 
vitamins and minerals as prescribed in 
paragraph (i) of this section.

(2) A dietary supplement may also be 
composed of a single vitamin or mineral.

(c) Potency of vitamins and minerals 
in dietary supplements. (1) Except as 
provided in paragraph (e) of this sec­
tion, and subject to good manufacturing 
practices, dietary supplements shall con­
tain in the specified daily quantity not 
less than the lower limit nor more than 
the upper limit of any nutrient specified 
in paragraph (d) (1) of this sectibn for 
the groups for which the supplement is 
offered.

(2) For the purposes of this section, 
the term “daily quantity” means the
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quantity of a dietary supplement thajb 
shall be specified in the labeling for con­
sumption in a period of 1 day, and which 
shall be an amount or number of units

RULES AND REGULATIONS

U.S.

reasonably suitable for and practicable 
of consumption in 1 day.

(d) U.S. Recommended Daily Allow­
ance. (1) The following table sets forth

recommended daily allowances {U.8. RDA’s) and permissible compositional ranges for dietary supplements of vitamins
and minerals

the permissible qualitative and quantita­
tive composition of dietary supplements 
of vitamins and/or minerals for pur­
poses of paragraphs (b) and (c) :

' Children under 4 years of age 1 Adults and children 4 or more years Pregnant or lactating women
of age

Unit of measurement Lower
limit

U.S.
RDA

Upper
limit

2005
20

Vitamins—Mandatory: , omVitamin A________________ International units______ 1,250
Vitamin D J---------- -------- —-------do-------- ----------
Vitamin E--------——------------- -------------------------Vitamin C_____ -----—......... -  Milligrams..............
Folic acid *__——------------ —-------do----- ------------
Thiamine_____ —— ---------- ;---- do------------------Riboflavin___ ——--- ----- -----------do--------- --------
Niacin-------------------- ------------- do—  ----
Vitamin Bj----------------   --r-®°------------------Vitamin Bu______ _—........— Micrograms----—-----

^^Vitemin D - ________International units..—
Biotin__ ------------------ ------Milligrams........
Pantothenic acid----------------- ------do------------- —

Minerals—Mandatory:
Calcium....................... -...... — Grams—. -------------
Phosphorus *________________i77-d°------ -------Iodine........ -______________ Micrograms.......... ......
Iron___ _________ ——......... Milligrams--------------
Magnesium_________ -___ _____ do...----

Optional: • _
Phosphorus4______________ — --------- ------------Copper------- --------- -----------Milligrams-.-.—------
Zinc----- ----------------------- -------do;.......—-------

2,500
400

10
40

2,500
40015
60

.1 .2 .3

.35 .70 1.05

.4 .8 1.2
4.5 9.0 13.5
.35 .70 1.05

L5 3.0 4.5

.075 .150 0.225
2.5 5.0 7.5
.125 .800 1.200
.125 .800 1.200

35 70 105
5 10 15

40 2C0 300

.5 1.0 1.5
4.0 8.0 12.0

Lowerlimit
U.S.

RDA
Upper
limit

Lower
limit

U.S.
RDA Upper

limit

,500 5,000 5,000 5,000 8,000 8,000
400 400 400

15 30 45 30 30- 60
30 60 90 60 60 120

.2 .4 .4 .4 .8 Hel ! .8

.75 1.50 2.25 1.50 1.70 3.00

.8 1.7 2.6 1.7 2.0 3.4
10.0 20.0 30.0 20.0 20.0 40.0
1.00 2.00 3.00 2.00 2.50 4.00
3.0 50 9.0 6.0 50 12.0

400 400
.150 .300 .450 .300 .300 • .600

50 10.0 . 150 10.0 10.0 • 20.0
.125 1.000 1.600 .125 1.300 '  2.000
.125 1.000 1.500.

75 150 225 150 150 300
9 18 27 18 18 60

100 400 600 100 450 800
.125 1.300 2.000

1.0 2.0 1  4.0
7.5 15.0 22.5 7.5 30.0

. . . .  . . ,  shall nnntein not less than the lower limit designated for a nutrient in this set of columns, nor more than 100 percent
of th e ^ n t  U6S RDA for a ̂ tr i^ ’t a fp S b fd P& .  S  (b) of this chapter except that theTvel of biotin, when used, shall be 0.05 mg daily recommended quality, 

s Optional for adults and children 4 or more years of age.
* Optional for pregn^i^o^foctating women. When present, the quantity of phosphorus may be not greater than the quantity of calcium.

form only if it Is formulated in a fluid!(2) The U.S. Recommended Daily Al­
lowances (U.S. RDA’s) have been derived 
by the Food and Drug Administration 
from the ‘“Recommended Dietary Allow­
ances,” published by the Food and Nutri­
tion Board, National Academy of Sci- 
ences/National Research Council, and 
are subject to amendment as more

Reference form

knowledge on human nutrient require­
ments becomes available.

(3) For determining the percentage of 
the U.S. RDA present in a dietary sup­
plement, the quantitative content of the 
following vitamins shall be calculated in 
terms of the following chemically iden­
tifiable reference forms:

Vitamin Name Empirical formula Molecular
weight

Vitamin C-

Riboflavin.
Vitamin Bt_. 
Vitamin B«.
Pantothenic acid.

_____  C«H»Oi 176.12
Pteroyl mono-L-glutamic acid. .  ............ — —  CuHiiNrO*__C1JH17CIN4OSHCI

441.41 337.28
Riboflavin.—...... -—----------------— _____ C17H20N4O«

—  c »h 6n o 2
3 753 7
123.11169.18

1,355.40
244.31
219.23

_____ CeHnNOs
_______  CmH ssCoN uOhP_____CioHieNiOsS

D-Pantothenic acid----——------------— ___CjHnNOs

(4) In addition to the nutrients listed 
in paragraph (d) (1) of this section, 
other vitamins and minerals recognized 
as essential or probably essential in hu­
man nutrition in their biologically active 
forms but for which no U.S. RDA’s have 
been established are: vitamin K, choline, 
and the minerals chlorine, chromium, 
fluorine, manganese, molybdenum, 
nickel, potassium, selenium, silicon, so­
dium, tin, and vanadium.

(e) E xem ption  fro m  lim ita tions on in ­
clusion o f ingred ients and fro m  m a xi­
m um  potency restrictions fo r  certa in  
dietary supplements. (1) Pursuant to 
section 411 (a) (l)~of the act, the limita­
tions established by paragraphs (b) and
(d) of this section and by § 105.60(b) (5) 
with respect to the inclusion of vitamins, 
minerals, and other ingredients in die­
tary supplements, and the maximum lim­

its on potency established by paragraphs
(c) and (d) of this section shall not ap­
ply to a food for special dietary use, de­
fined in § 105.3(a) (1), which is or con­
tains any vitamin or mineral and which 
complies with the following criteria:

(1) The preparation is intended for 
ingestion in tablet, capsule, or liquid 
form, or, if not intended for ingestion 
in such a form, does not simulate and 
is not represented as conventional food 
and is not represented for use as a sole 
item of a meal or of the diet; and

(ii) The preparation is not represented 
for use'by individuals in treatment or 
management of specific diseases or dis­
orders, by children, or by pregnant or 
lactating women.

(2) For purposes of paragraph (e)(1) 
of this section: a food shall be consid­
ered as intended for ingestion in liquid

carrier and it is intended for ingestion 
in daily quantities measured in drops or 
similar small units of measure; and the 
term “children” means individuals who 
are under the age of 12 years.

(3) The exemption provided by section 
411(a)(1) of the act and paragraph
(e) (1) of this section does not apply to 
minimum potency requirements estab­
lished by this section. Whenever a vita­
min or mineral for which a U.S. RDA 
has been established is included in a 
dietary supplement, the supplement shall 
provide in the recommended daily quan­
tity a t least the lower potency limit for 
the vitamin or mineral established by 
the table in paragraph (d) (1) of this 
section

(4) The exemption provided by section 
411(a)(1) of the act and paragraph
(e) (1) of this section does not apply to 
restrictions on maximum potency im­
posed by the act or by regulations for 
reasons of safety under paragraph (f> 
of this section.

(f) Restrictions on maximum potency 
of vitamins and minerals for reasons of 
safety. Restrictions of the maximum po­
tency of a vitamin or mineral may be 
imposed for reasons of safety by the 
act or by regulation. For convenience, 
certain restrictions are cross-referencea 
below: ; ^  . .. .„

(1) Vitamin A—See § 250.109 of this
chapter.

(2) Vitamin D—See § 250.110 of this 
cii apter.

(3) Folic, acid—See § 172.345 of this 
chapter. 5

(4) Iodine—See §§ 172.365 and 172.375 
of this chapter.
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(5) Copper—See § 182.5260 of this 

chapter.
(6) Fluorine—See § 170.45 of this 

chapter.
(7) Potassium—See § 201.306 of this 

chapter.
(8) Any vitamin or mineral which is 

included in a dietary supplement and 
which is not generally recognized, 
among experts qualified by scientific 
training and experience to evaluate its 
safety, as having been adequately shown 
to be safe under the conditions of its 
intended use is a food additive within 
the meaning of section 201 (s) of the act; 
and pursuant to sections 402(a) (2) (C) 
and 409 of the act, such inclusion is il­
legal in the absence of a food additive 
regulation approving such inclusion. A 
listing of some of the vitamins, miner­
ais, and compounds with vitamin and/ 
or mineral properties which are gener­
ally recognized as safe, and which thus 
may lawfully be included in a dietary 
supplement without a food additive reg­
ulation, appears at Subpart F of Part 182 
of this chapter.

(g) Acceptable ingredient sources for 
dietary supplements: (1) A vitamin or 
mineral used in a dietary supplement 
may be supplied by any suitable sub­
stance which is not a food additive as 
defined in section 201 (s) of the act; or 
if it is a food additive as so defined, it 
shall be used in conformity with regula­
tions established pursuant to section 
409 of the act.

(2) Any safe and suitable substance 
may be used as preservative, stabilizer, 
flavor, sweetener, color, seasoning, car­
rier, base, or vehicle, or to facilitate 
preparation of vitamin or mineral sub­
stances. A dietary supplement shall be 
prepared so that any such substance 
contained therein does not exceed the 
amount reasonably required to accom­
plish its intended physical or technical 
effect, and so that the biological avail­
ability of the vitamin(s) and mineral (s) 
is not impaired by the presence of such 
substance. Any such substance shall not 
be a food additive or color additive as 
defined in section 201 (s) or (t) of the 
act; or if it is a food additive or color 
additive as so defined, it shall be used 
in conformity with regulations estab­
lished pursuant to section 409 or 706 of 
the act.

(h) Nomenclature. (1) The-name of a 
dietary supplement shall consist of a 
tenn descriptive of the vitamin and/or 
mineral composition of the product, as 
established in paragraph (h) (2) of this 
section, together with a phrase . or 
phrases designating the group (s) for 
which the supplement is intended, as 
established in paragraph (h) (3) of this 
section, e.g., “multivitamin and multi­
mineral supplement for children under 
.4 years of age”; “dietary supplement of 
vitamin C and E for adults”. The name 
of the dietary supplement shall appear 
prominently and conspicuously on the 
Principal display panel (s) of the label. 
The letters or phrase (s) designating the 
consumer group(s) for which the prod­
uct is represented shall lie no less than 
one-third the size of those used in the 
term descriptive of the composition of

the product. In  addition to the name 
prescribed by this paragraph, a dietary 
supplement may be labeled with a pro­
prietary name: Provided, That it is not 
false or misleading in any particular.

(2) The terms used to . describe the 
vitamin and/or mineral composition of 
dietary supplements shall be as follows:

(i) “Multivitamin and multimineral 
supplement” for a dietary supplement 
containing all vitamins and minerals 
identified as “mandatory,” for the 
group (s) for which the supplement is 
offered, in the table in paragraph (d) (1) 
of this section.

(ii) “Multivitamin supplement” for a 
dietary supplement containing all vita­
mins identified as “mandatory,” for the 
group (s) for which the supplement is 
offered, in the table in paragraph (d) (1) 
of this section.

(iii) “Multiminéral supplement” for a 
dietary supplement containing all min­
erals identified as “mandatory,” for the 
group (s) for which the supplement is 
offered, in the table in paragraph (d) 
(1) of this section.

(iv) “Multivitamin and iron supple­
ment” or "multivitamin supplement with 
iron” for a dietary supplement contain­
ing all vitamins identified as “manda­
tory,” for the group (s) for which the 
supplement is offered, in the table in 
paragraph (d) (1) of this section and the 
mineral iron.

(v) “--------supplement” for a dietary
supplement containing a single vitamin 
or mineral listed in paragraph (d) of 
this section (the blank to be filled in with 
the name of the vitamin or mineral).

(vi) “Dietary supplement of vitamins 
A, D, and C” for a preparation comply­
ing with paragraph (b) (1) (v) of this 
section, provided that if vitamin E is in­
cluded, the term shall read *?•*■•* vita­
mins A, D, C, and E • * *,” and that if 
iron is included, the term shall conclude 
with “* * * with iron” or “* * * and 
iron.”

(vii) If, pursuant to section 411(a) (1) 
of the act and paragraph (e) (1) of this 
section, the dietary supplement contains 
more than one vitamin or mineral but 
does not meet the criteria for any of the 
preparations identified in paragraph (h) 
(2) (i) through Tvi) of this section, the 
preparation shall bear a term that is ac­
curately descriptive of its vitamin and/ 
or mineral composition, e.g., “dietary 
supplement of vitamins A, C, and E.” 
The term “multivitamin” shall not be 
used to describe a product which fails to 
provide all of the vitamins identified as 
“mandatory,” for the group(s) for 
which the supplement is offered, in the 
table in paragraph (d), except as pro­
vided in the second proviso clause of 
paragraph (b)(1) of this section with 
respect to a liquid multivitamin prepay 
ration which does not include folic acid, 
and the term “multivitamin” shall not be 
used to describe a product which fails to 
provide all of the minerals identified as 
“mandatory,” for the group (s) for which 
the supplement is offered, in the table in 
paragraph (d) (1) of this section.

(3) The phrases used to designate the 
group (s) for which a dietary supplement 
is intended shall be as follows:

(i) “For infants/*'
(ii) "For children under 4 years of 

age.”
(iii) “For adults and children 4 or 

more years of age/*
(iv) “For pregnant or lactating 

women.”
(v) If, pursuant to section 411(a)(1) 

of the act and paragraph (e) (1) of this 
section, a dietary supplement does not 
comply with the formulation and po­
tency criteria established in paragraphs
(b) and (c) of this section, the supple­
ment may not be offered for any of the 
groups identified in paragraph (h) (3)
(i) through (iv) because the exemption 
from formulation and potency restric­
tions authorized by section 411(a) (1) of 
the act and paragraph (e) (1) of this 
section does not apply to preparations 
offered for use by persons under 12 years 
of age or by pregnant or lactating 
women. Such à preparation shall accu­
rately identify the group for which it is 
offered, e.g., “For adults” or “For per­
sons 12 years of age or older, other than 
pregnant or lactating women.”

(1) Format for listing vitamins and 
minerals. (1) Immediately following the 
name of the dietary supplement (i.e., the 
term descriptive of the vitamin and/or 
mineral composition of the product to­
gether with the phrase or phrases desig­
nating the group (s) for which the sup­
plement is intended, as required by para­
graph (h) of this section) on the princi­
pal display panel, or on the information 
panel pursuant to § 101.2 of this chapter 
if insufficient space is available on the 
principal display panel, the label shall 
bear a listing in tabular form of each of 
the vitamins and/or minerals supplied by 
the specified daily quantity of the die­
tary supplement, such daily quantity 
being specified at the top of the list. (In 
the event a dietary supplement is offered 
for more than one group, the specified 
daily quantity and listing of vitamins 
and/or minerals for each group shall be 
stated separately on the label.) The vita­
mins and/or minerals shall be described 
by the names appearing in paragraph
(d) of this section and shall be grouped 
and identified separately as “vitamins” 
and/or “minerals” without reference to 
“mandatory” or “optional.” Within each 
category (i.e., "vitamins” and “miner­
als”) , the vitamins or minerals shall ap­
pear in the order listed in paragraph (d) 
of this section. The quantity of each vi­
tamin and/or mineral present in a spec­
ified daily quantity of the dietary sup­
plement shall be stated as a part of this 
list and expressed in percentage of the 
U.S. RDA for each group for which the 
supplement is offered. The quantity of 
each vitamin and/or mineral present in 
the specified daily quantity of the die* 
tary supplement shall also appear in the 
tabular listing in terms of the unit of 
measure specified in paragraph (d)(1) 
of this section: Provided, That if the die­
tary supplement includes a vitamin or 
mineral for which no U.S. RDA has been 
established, the listing shall state the 
quantity in standard metric units of 
weight of each such nutrient supplied by 
the food when consumed in the specified 
quantity during a period of 1 day, ac-
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companied by the statement “No U.S. 
Recommended Daily Allowance (U.S. 
RDA) has been established for this nu­
trient,” or followed by an asterisk refer­
ring to another asterisk placed a t the 
bottom of the table and followed by that 
statement.

(2) For determining the percentage 
contents of the U.S. RDA’s present in the 
dietary supplement, the quantitative 
content of the following vitamins shall 
be calculated in terms of the following 
chemically identifiable reference forms:

suant to section 404 of the act for such 
temporary period of time as may be nec­
essary to protect the public health.

(e) “Manufacture, processing, or pack­
ing of food in any locality” means activ­
ities conducted in a single plant or 
establishment, a series of plants under 
a single management, or all plants in 
an industry or region, by a manufac­
turer, processor, or packer.
§ 108.5 Determination o f the need for a 

permit.

Reference form

Empirical formula Molecular 
• weight

Vitamin C—:_______A-Ascorbic acid--------- ----------Folic acid_______ _ Pteroyl mono-A-glutamic acid. ...Thiamine _______ Thiamine chloride hydrochloride.
Kiboflavin-_______  Riboflavin. ---- --------------Niacin ________ Nicotinic acid-----------------
Vitamin Be________Pyridoxin®...... .........................
Vitamin B12__ ____- Cyanocobalamin—...................Biotin___________ JD-Biotin _ -  — ........-.......
Pantothenic acid____A-Pantothenic acid---------------

CiHsOe
CigHuNîOe —C12H17CIN iO S -IICI
C17H20N4O«
CeHeNOî
CsHiiNOsCwHeeCoNuOuP
CjoHieNaOsS
CsHuNOs

176.12 
441.41 
337.28 
376.37 
123.11 169.18 

1,355.40 
244.31 

. 219.23

(3) The following synonyms may be 
added in parentheses immediately fol­
lowing the name of the vitamin in the 
listing described in paragraph (i) (1) of 
this section:

Vitamin Synonym
Vitamin C________________  Ascorbic acid.
Folic acid------- ------ i---------  Polacin.
Riboflavin--------- ---------------  Vitamin Br
Thiamine_________________ Vitamin B1.

(j) List of ingredients. A separate list 
of all ingredients used in the manufac­
ture of the product shall be included on 
the panel pursuant to the requirements 
of Part 101 of this chapter. Such list shall 
include the natural source or chemical 
form of each individual nutrient present 
in the dietary supplement.

(k) Dietary supplements containing 
alcohol. When a dietary supplement is 
in liquid form and contains alcohol, the 
label shall state the percent-by-volume 
of alcohol present.

(l) Expiration date. A dietary supple­
ment containing one or more nutrients 
subject to deterioration below the labeled 
value before consumption shall bear on 
its outside wrapper or container, as well 
as on the label of its immediate con­
tainer, the statement: “Expiration date
_______the blank to be filled in with
a month and year. The expiration date 
shall be the date selected by the manu­
facturer, packer, or distributor of the 
dietary supplement on the basis of tests 
or other information showing that the 
dietary supplement, until that date, un­
der the conditions of handling, storage, 
and use prescribed by directions appear­
ing on its label, or, in the absence of 
such prescribed directions, under cus­
tomary or usual conditions of handling, 
storage and use, will contain not less 
than the quantity of each such vitamin 
and/or mineral, as set forth on its label, 
when consumed.

(m) Conspicuousness of labeling. All 
labeling information required by this 
section shall appear with the conspic­
uousness required by section 403 (f ) of the 
act and §101.2 of this chapter. In addi­
tion, the following labeling requirements 
shall be met:

(1) The list of nutrients required by 
paragraph <i)(l) of this section shall 
appear in uniform type size.

(2) The synonyms permitted by para­
graph (i) (3) of this section, if used, and

the list of ingredients required by para­
graph (j) of this section shall appear in 
uniform type size, and in type size no 
larger than that used for the list of nu­
trients required by paragraph (i) (D of 
this section.

(n) Certain labeling prohibitions. Be­
cause dietary supplements are foods for 
special dietary use, the labels and label­
ing for dietary supplements are subject to 
the prohibitions contained in § 105.60(b) 
in addition to the requirements of this 
section.
(Secs. 201 (n),  401, 403 (a) and (J), 411, 701 
^a) and (e), 52 Stat. 1041, 1046-1048, 1055, 
70 Stat. 919, 90 Stat. 410-411 (21 U.S.C. 321 
(n),  341, 343 (a) and (j),  350, 371 (a) and 
(e)M  _ _____

PART 108—EMERGENCY PERMIT 
CONTROL

Subpart A—General Provisions
Sec.
108.3 Definitions.
108.5 Determination of the need for a

permit.
108.6 Revocation of determination of need

for permit.
108.7 Issuance or denial of permit.
108.10 Suspension and reinstatement of

permit.
108.12 Manufacturing, processing, or pack­

ing without a permit, or in viola­
tion of a permit.

108.19 Establishment of requirements for 
exemption from section 404 of the 
act. *

Subpart B— Specific Requirements and Condi­
tions for Exemption From or Compliance With 
an Emergency Permit

108.35 Thermal processing of low-acid foods 
packaged in hermetically sealed 
containers.

A u t h o r i t y : Secs. 402, 404, 701, 52 Stat. 
1046-1047 as amended, 1048, 1055-1056 as 
amended by 70 Stat. 919 and 72 Stat. 948 (21 
U.S.C. 342, 344, 371).

Subpart A— General Provisions 
§ 108.3 Definitions.

(a) The definitions contained in sec­
tion 201 of the Federal Food, Drug, and 
Cosmetic Act are applicable to such 
terms when used in this part.

(b) “Commissioner” means the Com­
missioner of Food and Drugs.

(c) “Act” means the Federal Food, 
Drug, and Cosmetic Act, as amended.

(d) “Permit” means an emergency 
permit issued by the Commissioner pur-

(a) Whenever the Commissioner de­
termines after investigation that a man- 

Aifacturer, processor, or packer of a food 
for which a regulation has been promul­
gated in Subpart B of this part does not ' 
meet the mandatory conditions and re­
quirements established in such regula­
tion, he shall issue to such manufacturer, 
processor, or packer an order determin­
ing that a permit shall be required before 
the food may be introduced or delivered 
for introduction into interstate commerce 
by that person. The order shall specify 
the mandatory conditions and require­
ments with which there is a lack of 
compliance.

(1) The manufacturer, processor, ■ or 
packer shall have 3 working days after 
receipt of such order within which to file 
objections. Such objections may be filed 
by telegram, telex, or any other mode of 
written communicatioh addressed to the 
Food and Drug Administration, Bureau 
of Foods, 200 C St. SW., Washington, 
DC 20204. If such objections are filed, 
the determination is stayed pending a 
hearing to be held within 5 working days 
after the filing of objections on the 
issues involved unless the Commissioner 
determines that the objections raise no 
genuine and substantial issue of fact to 
justify a hearing.

(2) If the Commissioner finds that 
there is an imminent hazard to health, 
the order shall contain this finding and 
the reasons therefor, and shall state that 
the determination of the need for a per­
mit is effective immediately pending an 
expedited hearing.

-  (b ) A  h e a r in g  u n d e r  th is  sectio n  shall
b e co n d u cted  b y  th e  C o m m iss io n e r or his 
d esign ee a t  a  lo c a t io n  ag reed  upon by 
th e  o b je c to r  a n d  th e  C o m m iss io n e r or, if 
s u c h  a g re e m e n t c a n n o t  b e reach ed , at a 
lo c a t io n  d e sig n a ted  b y  th e  Com m issioner. 
T h e  m a n u fa c tu re r , p ro cesso r, o r packer 
s h a l l  h a v e  th e  r ig h t  to  c ro ss-e x a m in e  the 
F o o d  a n d  D ru g  A d m in is tra t io n ’s  wit­
n esse s a n d  to  p re se n t w itn esses on his 
ow n  b e h a lf . .. .. _

(c) Within 5 working days after tne 
hearing, and based on the evidence pre­
sented at the hearing, the Commissioner 
shall determine whether a permit is re­
quired and shall so inform the manu­
facturer, processor, or packer in writ­
ing, with the reasons for his decision.

(d) The Commissioner’s determina­
tion of the need for a permit constitutes 
final agency action from which appeal 
lies to the courts. The Commissione 
will not stay a determination of the neea 
for a permit pending court appeal e 
cept in unusual circumstances, but wm 
participate in expediting any such 
appeal.

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



RULES AND REGULATIONS 14335
§ 108.6 Revocation o f determination o f  

need for permit.
(a) A permit shall be required only 

during such temporary period as is nec­
essary to protect the public health.

(b) Whenever the Gommissioner has 
reason to believe that a permit holder is 
in compliance with the mandatory re­
quirements and conditions established in 
Spbpart B of this part and is likely to re­
main in compliance, he shall, on his own 
initiative or on the application of the 
permit holder, revoke both the deter­
mination of need for a permit and the 
permit that had been, issued. If denied, 
the applicant shall, upon request, be af­
forded a hearing conducted in accord­
ance with § 108.5 (b) and (c) as soon as 
practicable. Such revocation is without 
prejudice to the initiation of further 
permit proceedings with respect to the 
same manufacturer, processor, or. packer 
should later information again show the 
need for a permit.
§ 108.7 Issuance or denial o f permit.

(a) After a determination and notifi­
cation by the Commissioner in accord­
ance with the provisions of § 108.5 that a 
manufacturer, processor, or packer re­
quires a permit, such manufacturer, 
processor, or packer may not thereafter 
introduce or deliver for introduction into 
interstate commerce any such food man­
ufactured, processed, or packed by him 
unless he holds a permit issued by the 
Commissioner or obtains advance written 
approval of the Pood and Drug Admin­
istration pursuant to § 108.12(a).

(b) Any manufacturer, processor, or 
packer for whom the Commissioner has 
made a determination that a permit is 
necessary may apply to the Commis­
sioner for the issuance of such a permit. 
The application shall contain such data 
and information as is necessary to show 
that all mandatory requirements and 
conditions for the manufacturer, process­
ing or packing of a food for which regu­
lations are established in Subpart B of 
this part are met and, in particular, shall 
show that the deviations specified in the 
Commissioner’s determination of the 
need for a permit have been corrected or 
suitable interim measures established. 
Within 10 working days after receipt of 
such application, (except that the Com­
missioner may extend such time an ad­
ditional 10 working days where neces­
sary), the Commissioner shall issue a 
permit, deny the permit, or offer the ap­
plicant a hearing conducted in accord­
ance with § 108.5 (b) and (c) as to 
whether the permit should be issued. The 
Commissioner shall issue such a permit 
to which shall be attached, in addition 
to the mandatory requirements and con­
ditions of Subpart B of this part, any ad- 
ditional requirements or conditions 
which may be necessary to protect the 
public health if he finds that all manda­
tory requirements and conditions of Sub­
part B of this part are met or suitable 
interim measures are established.

(c) Denial of a permit constitutes final 
agency action from which appeal lies to 
the courts. The Commissioner will not 
stay such denial pending court appeal

except in unusual circumstances, but will 
participate in expediting any such ap­
peal.
§ 108.10 Suspension and reinstatement 

o f permit.
(a) Whenever the Commissioner finds 

that a permit holder is not in compliance 
with the mandatory requirements and 
conditions established by the permit, he 
shall immediately suspend the permit 
and so inform the permit holder, with 
the reasons for the suspension.

(b) Upon application for reinstatement 
of a permit, the Commissioner shall, 
within 10 working days, reinstate the 
permit if he finds that the person is in 
compliance with the mandatory require­
ments and conditions established by the 
permit or deny the application.

(c) Any person whose permit has been 
suspended or whose application for re­
instatement has been denied may re­
quest a hearing. The hearing shall be 
Conducted by the Commissioner or his 
designee within 5 working days of receipt 
of the request a t a location agreed upon 
by the objector and the Commissioner or, 
if an agreement cannot be reached, at a 
location designated by the Commissioner. 
The permit holder shall have the right 
to present witnesses on his own behalf 
and to cross-examine the Food and Drug 
Administration’s witnesses.

(d) Within 5 working days after the 
hearing, and based on the evidence pre­
sented at the hearing, the Commissioner 
shall determine whether the permit shall 
be reinstated and shall so inform the per­
mit holder, with the reasons for his 
decision.

(e) Denial of an application for rein­
statement of a permit constitutes final 
agency action from which appeal lies to 
the courts. The Commisioner will not 
stay such denial pending court appeal ex­
cept in unusual circumstances, but will 
participate in expediting any such ap­
peal.
§ 108.12 Manufacturing, processing, or 

packing without a permit, or in vio­
lation o f a permit.

(a) A manufacturer, processor, or 
packer may continue a t his own risk to 
manufacture, process, or pack without a 
permit a food for which the Commis­
sioner has determined that a permit is 
required. All food so manufactured, proc­
essed, or packed during such period 
without a permit shall be retained by the 
manufacturer, processor, or packer and- 
may not be introduced or delivered for 
introduction into Interstate commerce 
without the advance written approval of 
the Food and Drug Administration. Such 
approval may be granted only upon an 
adequate showing that such food is free 
from microorganisms of public health 
significance. The manufacturer, proc­
essor, or packer may provide to the Com­
missioner, for his consideration in mak­
ing any such determination, an evalua­
tion of the potential public health sig­
nificance of such food by a competent 
authority in accordance with procedures 
recognized as being adequate to detect 
any potential hazard to public health.

Within 20 working days after receipt of 
a written request for such written ap­
proval the Food an<̂  Drug Administra­
tion shall either issue such written ap­
proval or deny the request. If the request 
is denied, the applicant shall, upon re­
quest, be afforded a prompt hearing con­
ducted in accordance with § 108.5 (b) 
and (c).

(b) Except as provided in paragraph
(a) of this section, no manufacturer, 
processor, or packer may introduce or de­
liver for introduction into interstate 
commerce without a permit or in viola­
tion of a permit a food for which the 
Commissioner has determined that a 
permit is required. Where a manufac­
turer, processor, or packer utilizes a con­
solidation warehouse or other storage 
facility under his control, interstate ship­
ment of any such food from the point of 
production to that warehouse or storage 
facility shall not violate this paragraph, 
provided that no further introduction or 
delivery for introduction into interstate 
commerce is made from that consoli­
dated warehouse or storage facility ex­
cept as provided in paragraph (a) of this 
section.
§ 108.19 Establishment o f requirements 

for exem ption from section 404 of 
the act.

(a) Whenever the Commissioner finds 
after investigation that the distribution 
in interstate commerce of any class of 
food may, by reason of contamination 
with microorganisms during the manu­
facture, processing, or packing thereof 
in any locality, be injurious to health, 
and that such injurious nature cannot 
be adequately determined after such 
articles have entered interstate com­
merce, he shall promulgate regulations 
in Subpart B of this part establishing 
requirements and conditions governing 
the manufacture, processing, or packing 
of the food necessary to protect the 
public health. Such regulations may be 
proposed by the Commissioner on his 
own initiative or in response to a petition 
from any interested person pursuant to 
Part 2 of this chapter.

(b) A manufacturer, processor, or 
packer of a food for which a regulation 
has been promulgated in Subpart B of 
this part shall be exempt from the re­
quirement for a permit only if he meets 
all of the mandatory requirements and 
conditions established in that regulation.
Subpart B— Specific Requirements and

Conditions for Exemption From or Com­
pliance With an Emergency Permit

§ 108.35 Thermal processing o f low-acid 
foods packaged in hermetically 
sealed containers.

(a) Inadequate or improper manufac­
ture, processing, or packing of thermally 
processed low-acid foods in hermet­
ically sealed containers may result in 
the distribution in interstate commerce 
of processed foods that may be Injurious 
to health. The harmful nature of such 
foods cannot be adequately determined . 
after these foods have entered into in­
terstate commerce. The Commissioner of 
Food and Drugs therefore finds that, In 
order to protect the public health, it may
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be necessary to require any commercial 
processor, in any establishment engaged 
in the manufacture, processing, or pack­
ing of thermally processed low-acid foods 
in hermetically sealed containers, to ob­
tain and hold a temporary emergency 
permit provided for under section 404 of 
the Federal Food, Drug, and Cosmetic 
Act. Such a permit may be required 
whenever the Commissioner finds, after 
investigation, that the commercial proc­
essor has failed to fulfill aU the require­
ments of this section, including registra­
tion and the filing of process informa­
tion, 'and the mandatory portions of 
Part 113 of this chapter. These require­
ments are intended to ensure safe manu­
facture, processing, and packing pro­
cedures and to permit the Food and Drug 
Administration to verify that these pro­
cedures are being followed. Such failure 
shall constitute prima facie basis for the 
immediate application of the emergency 
permit control provisions of section 404 
of the act to that establishment, pur­
suant to the procedures established in 
Subpart A of this part.

(b> The definitions in § 113.3 of this 
chapter are applicable when such terms 
are used in this section.

(c) Registration and process filing.
(1) Registration. A commercial proces­
sor when first engaging in the manufac­
ture, processing, or packing of thermally 
processed low-acid foods in hermetically 
sealed containers in any state, as defined 
in section 201(a)(1) of the act, shall, 
not later than 10 days after first so 
engaging, register with the Food and 
Drug Administration on Form FD-2541 
(food canning establishment registra­
tion) information including (but not lim­
ited to) his name, principal place of busi­
ness, the location of each establishment 
in which such processing is carried on, 
the processing method in terms of the 
type of processing equipment employed, 
and a list of the low-acid foods so proc­
essed in each such establishment. These 
forms are available from the Food and 
Drug Administration, Bureau of Foods, 
Industry Guidance Branch, HFF-326, 
200 C St. SW., Washington, DC 20204, 
or at any Food and Drug Administration 
district office. The completed form shall 
be submitted to the Food and Drug Ad­
ministration, Bureau of Foods, Division 
of Food Technology, HFF-419, 200 C St. 
SW., Washington, DC 20204. Commer­
cial processors presently so engaged shall 
register not later than July 13, 1973. 
Commercial processors duly registered in 
accordance with this section shall no­
tify the Food and Drug Administration 
not later than 90 days after such com­
mercial processor ceases or discontinues 
the manufacture, processing, or packing 
of thermally processed foods in any es­
tablishment: Provided, That such notifi­
cation shall not be required as to the 
temporary cessation necessitated by the 
seasonal character of the particular es­
tablishment’s production or caused by 
temporary conditions including but not 
limited to strikes, lockouts, fire, or acts 
of God. ,

(2) Process filing. A commercial proc­
essor engaged in the thermal processing

of low-acid foods packaged in hermeti­
cally sealed containers shall, not later 
than 60 days after registration and prior 
to the packing of a new product, provide 
the Food and Drug Administration in­
formation as to the scheduled processes 
including but not limited to the proc­
essing method, type of retort or other 
thermal processing equipment employed, 
m inim um  initial temperatures, times and 
temperatures of processing, sterilizing 
value (Fo), or other equivalent scien­
tific evidence of process adequacy, criti­
cal control factors affecting heat pene­
tration, and source and date of the estab­
lishment of the process, for each such 
low-acid food in each container size: 
Provided, That the filing of such infor­
mation does not constitute approval of 
the information by the Food and Drug 
Administration, and that information 
concerning processes and other data so 
filed shall be regarded as trade secrets 
within the meaning of 21 U.S.C. 331 (j) 
and 18 U.S.C. 1905. This information 
shall be submitted on the following forms 
as appropriate: Form FD-2541a (food 
canning establishment and process filing 
for still retort processes), Form FD-2541b 
(food canning establishment and process 
filing for agitating processes), or Form 
FD-2541c (food canning establishment 
and process filing for other than still re­
tort and agitating processes). These 
forms are available from the Food and 
Drug Administration, Bureau of Foods, 
Industry Guidance Branch, HFF-326, 
200 C St. SW., Washington, DC 20204, or 
at any Food and Drug Administration 
district office. The completed form(s) 
shall be submitted to the Food and Drug 
Adm inistration. Bureau of Foods, Divi­
sion of Food Technology, HFF-419, 200 
C St. SW., Washington, DC 20204.

(i) If all the necessary information is 
not available for existing products, the 
processor shall, at thé time the existing 
information is provided to the Food and 
Drug Administration request in writing 
an extension of time for submission of 
such information, specifying what addi­
tional information is to be supplied and 
the date by which it is to be submitted. 
Within 30 working days after receipt of 
such request the Food and Drug Admin­
istration shall either grant or deny such 
request in writing.

(ii) If a packer intentionally makes a 
change in a previously filed scheduled 
process by reducing the initial tempera­
ture or retort temperature, reducing the 
time of processing, or changing the prod­
uct formulation, the container, or any 
other condition basic to the adequacy of 
scheduled process, he shall prior to using 

• such changed process obtain substantia­
tion by qualified scientific authority as 
to its adequacy. Such substantiation may 
be obtained by telephone, telegram, or 
other media, but must be promptly re­
corded, verified in writing by the author­
ity, and contained in the packer’s files 
for review by the Food and Drug Ad­
ministration. Within 30 days after first 
use, the packer shall submit to the Food 
and Drug Administration, Bureau of 
Foods, 200 C St. SW., HFF-419, Wash­
ington, DC 20204 a complete description

of the modifications made and utilized, 
together with a copy of, his file record 
showing prior substantiation by a quali-; 
fled scientific authority as to the safety 
of the changed process. Any intentional 
change of a previously filed scheduled 
process or modification thereof in which 
the change consists solely of a Higher 
initial temperature, a higher retort tem­
perature, or a longer processing time, 
shall not be considered a change subject 
to this paragraph, but if that modifica­
tion is thereafter to be regularly sched­
uled, the modified process shall be 
promptly filed as a scheduled process, 
accompanied by full information on the 
specified forms as provided in this 
paragraph.

(iii) Many packers employ an “oper­
ating” process in which retort operators 
are instructed to use retort temperatures 
and/or processing times slightly in ex­
cess of those specified in the scheduled 
process as a safety factor to compensate 
for minor fluctuations in temperature or 
time to assure that the minimum times 
and temperatures in the scheduled proc­
ess are always met. This would not con­
stitute a modification of the scheduled 
process.

(3) Process adherence and informa­
tion. (i) A commercial processor engaged 
in the thermal processing of low-acid 
foods packaged in hermetically sealed 
containers in any registered establish­
ment shall process each low-acid food 
in each container size in conformity with 
a t least the scheduled processes and 
modifications filed pursuant to paragraph
(c) (2) of this section.

(ii) Process information availability: 
When requested by the Food and Drug 
Administration in writing, a commercial 
processor engaged in thermal processing 
of low-acid foods packaged in hermeti­
cally sealed containers shall provide the 
Food and Drug Administration with any 
information concerning processes and 
procedures which is deemed necessary 
by the Food and Drug Administration to 
determine the adequacy of the process: 
Provided, That the furnishing of such 
information does not constitute approval 
of the information by the Food and Drug 
Administration, and that the information 
concerning processes and other data so 
furnished shall be regarded as trade se­
crets within the meaning of 21 U.S.C. 331
(j) and 18U.S.C. 1905.

(d) A commercial processor engaged m 
the thermal processing of low-acid foods 
packaged in hermetically sealed contain­
ers shall promptly repèrt to the Food 
and Drug Administration any instance 
of spoilage or process deviation the na­
ture of which indicates potential health 
significance where any lot of such food 
has in whole or in part entered distribu­
tion.

(e) A commercial processor engage 
in thermal processing of low-acid foods 
packaged in hermetically sealed contain­
ers shall promptly report to the Food 
and Drug Administration any instance 
wherein any lot of such food, which may 
be injurious to health by reason of con­
tamination with microorganisms, has m 
whole or in part entered distribution.
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(f) A commercial processor engaged in 

the thermal processing of low-acid foods 
packaged in hermetically sealed contain­
ers shall have prepared and in his 
files a current procedure which he will 
use for products under his control and 
which he will ask his distributor to fol­
low, including plans for effecting recalls 
of any product that may be injurious to 
health; for identifying, collecting, ware­
housing, and controlling the product; for 
determining the effectiveness of such re­
call; for notifying the Food and Drug 
Administration of any such recall; and 
for implementing such recall program.

(g) All operators of retorts, thermal 
processing systems, aseptic processing 
and packaging systems, or other thermal 
processing systems, and container clo­
sure inspectors shall be under the op­
erating supervision of a person who has 
attended a school approved by the Com­
missioner for giving instruction in retort 
operations, aseptic processing and pack­
aging systems operations or other 
thermal processing systems operations, 
and container closure inspections, and 
has satisfactorily completed the pre­
scribed course of instruction; Provided, 
That this requirement shall not apply in 
the State of California as listed in para­
graph (j) of this section, and shall not 
apply until March 25, 1975 in any other 
State. The Commissioner will not with­
hold approval of any school qualified to 
give such instruction.

(h) A commercial processor engaged 
in the thermal processing of low-acid 
foods packaged in hermetically sealed 
containers shall prepare, review, and re­
tain at the processing plant for a period 
of not less than (Hie year, and a t the 
processing plant or other reasonably ac­
cessible location for an additional two 
years, all records of processing, devia­
tions in processing, container closure in­
spections, and other records specified ifi 
Part 113 of this chapter. If during the 
first year of the three-year record reten­
tion period the processing plant is closed 
for a prolonged period between seasonal 
packs, the records may be transferred to 
some other reasonably accessible loca­
tion at the end of the seasonal pack. 
Upon written demand during the course 
of a factory inspection pursuant to sec­
tion 704 of the act by a duly authorized 
employee of the Food and Drug Ad­
ministration, a commercial processor 
shall permit the inspection and copying 
by such employee of these records to 
verify the adequacy of processing, the 
integrity of container closures, and the 
codmg of the products.

(i) This section shall not apply to the 
commercial processing of any food proc­
essed under the continuous inspection of

an<* Poultry inspection program 
of the Animal and Plant Health Inspec­
tion Service of the Department of Agri- 
cuiture under the Federal Meat Inspec- 
tion Act (34 Stat. 1256, as amended by 81 
fhtat- 58,t <21 U.S.C. 601 et seq.)) and 
<?epoultry Products inspection Act (71 
^ • 4 4 ! ,  ^  amended by 82 Stat. 791 (21 
u.S.C. 451 et seq.)).

<j) Compliance with State regula­
tions; (l) Wherever the Commissioner

finds that any State regulates the com­
mercial thermal processing of low-acid 
foods in accordance with effective regu­
lations specifying a t least the require­
ments of Part 113 of this chapter, he 
shall issue a notice stating that compli­
ance with such State regulations shall 
constitute compliance with Part 113 of 
this chapter. However, the provisions of 
this section shall remain applicable to 
the commercial processing of low-acid 
foods in any such State, except that, 
either the State through its regulatory 
agency or each processor of lòw-àcid 
foods in such State shall filed with the 
Bureau of Foods the registration in­
formation and the processing informa­
tion prescribed in paragraph (c) of this 
section.

(2) The Commissioner finds that the 
regulations adopted by the State of Cali­
fornia under the laws relating to cannery 
inspections governing thermal processing 
of low-aeid foods packaged in hermeti­
cally sealed containers satisfy the re­
quirements of Part 113 of this chapter.

Accordingly, processors, who under the 
laws relating to cannery inspections are 
licensed by the State of California and 
who comply with such state regulations, 
shall be deemed to comply with the re­
quirements of Part 113 of this chapter.

(k) Imports: (l) This section shall 
apply to any foreign commercial proc­
essor engaged in the thermal processing 
of low-acid foods packaged in hermeti­
cally sealed containers and offering such 
foods for import into the United States 
except that, in lieu of providing for the 
issuance of an emergency permit under 
paragraph (a) of this section, the Com­
missioner will request the Secretary of 
the Treasury to refuse admission into the 
United States, pursuant to section 801 of 
the act, of any such low-acid foods which 
the Commissioner determines, after in­
vestigation, may result in the distribu­
tion in interstate commerce of processed 
foods that may be injurious to health as 
set forth in paragraph (a) of this sec­
tion.

(2) Any such food refused admission 
shall not be admitted until such time as 
the Commissioner may determine that 
the commercial processor offering the 
food for import is in compliance with 
the requirements and conditions of this 
section and that such food is not injuri­
ous to health. For the purpose of making 
such determination, the Commissioner 
reserves the right for a duly authorized 
employee of the Food and Drug Adminis­
tration to inspect the commercial proc­
essor’s manufacturing, processing, and 
packing facilities.

(1) The following data and informa­
tion submitted to the Food and Drug Ad­
ministration pursuant to this section are 
not available for public disclosure unless 
they have been previously disclosed to 
the public as defined in §4.81 of this 
chapter or they relate to a product or 
ingredient that has been abandoned and 
they no longer represent a trade secret 
or confidential commercial or financial 
information as defined in § 4.61 of this 
chapter:

(1) Manufacturing methods or proc­
esses, including quality control infor­
mation.

(2 ) Production, sales, distribution, and 
similar data and information, except 
th a t any compilation of such data and 
information aggregated and prepared 
in a way that does not reveal data or in­
formation which is not available for pub- 
lice disclosure under this provision is 
available for public disclosure.

(3) Quantitative or semiquantitative 
formulas.

PART 109— UNAVOIDABLE CONTAMI­
NANTS IN FOOD AND FOOD-PACKAGING 
MATERIAL

Subpart A— General ProvisionsSec.
109.3 Definitions and interpretations.
109.15 Use of polychlorinated biphenyls 

(PCB’s) in establishments manu­
facturing food-packaging mate­
rials.

Subpart B—Tolerances for Unavoidable 
Poisonous or Deleterious Substances

109.30 Temporary tolerances for polychlori­
nated biphenyls (PCB’s).

A u t h o r i t y : Secs. 402(a), 406, 409, 701, 52 
Stat. 1046 as amended, 1049 as amended, 
1055-1056 as amended by 70 Stat. 919 and 
72 Stat. 948, 72 Stat. 1785-1788 as amended 
(21 U.S.C. 342(a), 346, 348, 371).

Subpart A— General Provisions
§ 109.3 Definitions and interpretations.

(a) The definitions and interpretations 
of terms contained in section 201 of the 
Federal Food, Drug, and Cosmetic Act 
shall be applicable to such terms when 
used in this part.

(b) Unavoidable natural, environ­
mental, or industrial contaminants in­
clude any poisonous or deleterious sub­
stance added to any food where such 
substance cannot be avoided by good 
manufacturing practice.
§ 109.15 Use o f  polychlorinated oi- 

phenyls (PCB’s) in  establishments 
manufacturing food-packaging ma­
terials.

(a) Polychlorinated biphenyls (PCB’s) 
represent a class of toxic industrial 
chemicals manufactured and sold under 
a variety of trade names, including: 
Aroclor (United States); Phenoclor 
(France) ; Colphen (Germany) ; and 
Kanaclor (Japan). PCB’s are highly 
stable, heat resistant, and nonflamma­
ble chemicals. Industrial uses of PCB’s 
includé, or did include in the past, their 
use as electrical transformer and capaci­
tor fluids, heat transfer fluids, hydraulic 
fluids, and plasticizers, and in formula­
tions of lubricants, coatings, and inks. 
Their unique physical and chemical 
properties and widespread, uncontrolled 
industrial applications have caused 
PCB’s to be a persistent and ubiquitous 
contaminant in the environment, caus­
ing the contamination of certain foods. 
In addition, incidents have occurred in 
which PCB’s have directly contaminated 
animal feeds as a result of industrial 
accidents (leakage or spillage of PCB 
fluids from plant equipment). These ac­
cidents in turn caused the contamina­
tion of food products intended for human
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•consumption (meat, milk and eggs). In ­
vestigations fey the Pood and Drug Ad­
ministration have revealed that asignifi- 
cant percentage of paper food-packaging 
material contains PCB’s which can mi­
grate to the packaged food. The origin 
of PCB’s in such material is not fully 
understood. Reclaimed fibers containing 
carbonless copy paper (contains 3 to 5 
percent PCB’s) have been identified as 
a primary source of PCB’s in paper prod­
ucts. Some virgin paper products have 
also been found to contain PCB’s, the 
source of which is generally attributed 
to direct contamination from industrial 
accidents from the use of PCB-contain- 
ing equipment and machinery in food 
packaging manufacturing establish­
ments. Since PCB’s are toxic chemicals, 
the PCB contamination of food-packag­
ing materials as a result of industrial 
accidents, which can cause the PCB con­
tamination of food, represents a hazard 
to public health. It is therefore necessary 
to place certain restrictions on the in­
dustrial uses of PCB’s in establishments 
manufacturing food-packaging mate-

(b) The following special provisions 
are necessary to preclude the accidental 
PCB contamination of food-packaging 
materials :

(1) New equipment or machinery for 
manufacturing food-packaging materials 
shall not contain or use PCB’s.

(2) On or before September 4* 1973, 
the management of establishments man­
ufacturing food-packaging materials 
shall:

(i) Have the heat exchange fluid used 
in existing equipment for manufacturing 
food-packaging materials sampled and 
tested to determine whether it contains 
PCB’s or verify the absence of PCB’s in 
such formulations by other appropriate 
means. On or before Sept. 4, 1973, any 
such fluid formulated with PCB’s must 
to the fullest extent jposible commen­
surate with current good manufacturing 
practices be replaced witti a heat ex­
change fluid that does not contain PCB’s.

(ii) Eliminate to the fullest extent pos­
sible commensurate with current good 
manufacturing practices from the estab­
lishment any other PCB-containing 
equipment, machinery and materials 
wherever there is a reasonable expecta­
tion that such articles could cause food­
packaging materials to become contam­
inated with PCB’s either as a result of 
normal use or as a result of accident, 
breakage, or other mishap.

(iii) The toxicity and other charac­
teristics of fluids selected as PCB replace­
ments must be adequately determined so 
that the least potentially hazardous re­
placement is used. In making this deter­
mination with respect to a given fluid, 
consideration should be given to (a) its 
toxicity; (b) the maximum quantity that 
could be spilled onto a given quantity of 
food before it would be noticed, taking 
into account its color and odor; (c) pos­
sible signaling devices in the equipment 
to indicate a loss of fluid, etc.; and (d) 
its environmental stability and tendency 
to survive and be concentrated through 
the food chain. The judgment as to
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whether a replacement fluid is suffi­
ciently non-hazardous is to be made on 
an  individual installation and operation 
basis.

(c) The provisions of this section do 
not apply to electrical transformers and 
condensers containing PCB’s in sealed 
containers.

Subpart B— Tolerances for Unavoidable
Poisonous or Deleterious Substances

§ 109.30 Temporary tolerances for poly­
chlorinated biphenyls (PCB’s ) .

(a) Polychlorinated biphenyls (PCB’s) 
are toxic, industrial chemicals. Because 
of their widespread, uncontrolled indus­
trial applications, PCB’s have become a 
persistent and ubiquitous contaminant in 
the environment. As a result, certain 
foods and animal feeds, principally those 
of animal and marine origin, contain 
PCB’s as unavoidable, environmental 
contaminants. PCB’s are transmitted to 
the food portion (meat, milk, and eggs) 
of food-producing animals ingesting 
PCB-contaminated animal feed. In ad­
dition, a significant percentage of paper 
food-packaging materials contain PCB’s 
which may migrate to the packaged food. 
The source of PCB’s in paper food-pack­
aging materials is primarily of certain 
types of carbonless copy paper (contain­
ing 3 to 5 percent PCB’s) in waste paper 
stocks used for manufacturing recycled 
paper. Therefore, temporary tolerances 
for residues of PCB’s as unavoidable en­
vironmental or industrial contaminants 
are established for a sufficient period of 
time following the effective date of this 
paragraph to permit the elimination of 
such contaminants at the earliest prac­
ticable time. For the purposes of this 
paragraph, the term “polychlorinated 
biphenyls (PCB’s) ’’ is applicable to mix­
tures of chlorinated biphenyl com­
pounds, irrespective of which mixture of 
PCB’s is present as the residue. The tem­
porary tolerances for residues of PCB’s 
are as follows:

<1) 2.5 parts per million in milk (fat 
basis).

(2) 2.5 parts per million in manufac­
tured dairy products (fat basis).

(3) 5 parts per million in poultry (fat 
basis).

(4) 0.5 parts per million in eggs.
(5) 0.2 parts per million in finished 

animal feed for food-producing animals 
(except the 'following finished animal 
feeds: feed concentrates, feed supple­
ments, and feed premixes).

(6) 2 parts per million in animal feed 
components of animal origin, including 
fishmeal and other by-products of ma­
rine origin and in finished animal feed 
concentrates, supplements, and premixes 
intended for food producing animals.

(7) 5 parts per million in fish and 
shellfish (edible portion) . The edible por­
tion of fish excludes head, scales, viscera, 
and inedible bones.

(8) 0.2 parts per million in infant and
junior foods. .

(9) 10 parts per million in paper food- 
packaging material intended for or used 
with human food, finished animal feed 
anri any components intended for animal 
feeds. The tolerance shall not apply to

paper food-packaging material separated 
from the food therein by a functional 
barrier which is impermeable to migra­
tion of PCB’s.

(b) A compilation entitled “Analytical 
Methodology for Polychlorinated Bi­
phenyls, February 1973” for determining 
compliance with the ' tolerances estab­
lished in this section is available from 
the Hearing Clerk, Department of 
Health, Education, and Welfare, Room 
4-65, 5600 Fishers Lane, Rockville, MD 
20857.

Note: A t 38 FR 22794, Aug. 24, 1973, the 
following appeared concerning § 109.30(a) (9) 
(form erly 122.10) (a) (9) :
* * * § 109.30(a) (9) is hereby stayed pend­
ing full review of the objections and requests 
for hearing. * * *

In the interim, as stated in the final order 
,(38 FR 18098) the Food and Drug Adminis­
tration will enforce the temporary tolerance 
level established by I 109..30(a) (9) by seizing 
any paper food-packaging material shipped 
In iriterstate commerce after September 4, 
1973 containing higher than the specified 
level of PCB’s as adulterated in violation of 
sec. 402 of the act.

PART 110— CURRENT GOOD MANUFAC­
TURING PRACTICE IN MANUFACTUR­
ING, PROCESSING, PACKING, DR 
HOLDING HUMAN FOOD

Subpart A—General Provisions
Sec.
110.1 Current good manufacturing prac­

tice.
110.3 Definitions.
110.10 Personnel.
110.19 Exclusions.

Subpart B— Buildings and Facilities
110.20 Plants and grounds.
110.35 Sanitary facilities and controls.
110.37 Sanitary operations.

Subpart C— Equipment 
110.40 Equipment and procedures.

* Subpart D— [Reserved]
Subpart E—Production and Process Controls

110.80 Processes and controls.
110.99 Natural or unavoidable defects in 

food for human use that present 
no health hazard.

Authority: Secs. 402(a)(4), 701(a), 52 
Stat. 1046, 1055 (21 U.S.C. 342(a) (4), 371(a)) 
unless otherwise noted.

Subpart A— General Provisions
§ 110.1 Current good manufacturing 

practice.
The criteria in §§ 110.10,110.19,110.20, 

110.35, 110.37, 110.40, 110.80, and 110.99 
shall apply in determining whether the 
facilities, methods, practices, and con­
trols used in the manufacture, processing, 
packing, or holding of food are in con­
formance with or are operated or ad­
ministered in conformity with good man- 
ufacturing practices to assure that food 
for human consumption is safe and has 
been prepared, packed, and held under 
sanitary conditions.
§ 1 1 0 .3  Definitions.

The definitions and interpretations 
contained in section 201 of the Federal 
Food, Drug, and Cosmetic Act are appli­
cable to such terms when used in this
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part. The following definitions shall also 
apply:

(a) “Adequate” means that which is 
needed to accomplish the intended pur­
pose in keeping with good public health 
practice.

(b) “Plant” means the building or 
buildings or parts thereof, used for or in 
connection with the manufacturing, 
processing, packaging, labeling, or hold­
ing of human food.

(c) “Sanitize” means adequate treat­
ment of surfaces by a process that is ef­
fective in destroying vegetative cells of 
pathogenic bacteria and in substantially 
reducing other microorganisms, Such 
treatment shall not adversely affect the 
product and shall be safe for the 
consumer.
§ 110.10 Personnel.

The plant management shall take all 
reasonable measures and precautions to 
assure the following :

(a) Disease control. No person affect­
ed by disease in a communicable f  orm, or 
while a carrier of such disease, or while 
affected with boils, sores, infected 
wounds, or other abnormal sources of 
microbiological contamination, shall 
work in a food plant in any capacity in 
which there is a reasonable possibility 
of food or food ingredients becoming con­
taminated by such person, or of disease 
being transmitted by sùch person to 
other individuals.

(b) Cleanliness. All persons, while 
working in direct contact with food prep­
aration, food ingredients, or surfaces 
coming into contact therewith shall:

(1) Wear clean outer garments, main­
tain a high degree of personal cleanli­
ness, and conform to hygienic practices 
while on duty, to the extent necessary to 
prevent contamination of food products.

(2) Wash their hands thoroughly (and 
sanitize if necessary to prevent contami­
nation by undesirable microorganism) 
in an adequate hand-washing facility 
before starting work, after each absence 
from the work station and a t any other 
time when the hands may, have become 
soiled or contaminated.

(3) Remove all insecure jewelry and, 
during periods where food is manipulated 
by hand, remove from hands any jewelry 
that cannot be adequately sanitized.

(4) If gloves are used in food handling, 
maintain them in an intact, clean, and 
sanitary condition. Such gloves should be 
of an impermeable material except where 
their usage would be inappropriate or in­
compatible with the work involved.

(5) Wear hair nets, headbands, caps, 
or other effective hair restraints.

(6) Not store clothing or other per­
sonal belongings, eat food or drink bev­
erages, or use tobacco in any form in 
areas where food or food ingredients are 
exposed or in areas used for washing 
equipment or utensils.

(7) Take any other necessary precau- 
to prevent contamination of foods

with microorganisms or foreign sub­
stances including, but not limited to, per­
spiration, hair, cosmetics, tobacco, chem­
icals, and medicants.

(c) Education and training. Personnél 
responsible for identifying sanitation

failures or food contamination should 
have a  background of education or ex­
perience, or a combination thereof, to 
provide a level of competency necessary 
for production of clean and safe food. 
Pood handlers and supervisors should re­
ceive appropriate training in proper 
food-handling techniques and food-pro­
tection principles and should be cogni­
zant of the danger of poor personal hy­
giene and insanitary practices.

(d) Supervision. Responsibility for as­
suring compliance by all personnel with 
all requirements of this Part 110 shall be 
clearly assigned to competent supervisory 
personnel.
§ 110.19 Exclusions.

The following operations are excluded 
from coverage under these general reg­
ulations, however, the Commissioner will 
issue special regulations when he believes 
it necessary to cover these excluded 
operations: Establishments engaged sole­
ly in the harvesting, storage, or distribu­
tion of one or more raw agricultural com­
modities, as defined in section 201(r) of 
the act, which are ordinarily cleaned, 
prepared, treated or otherwise processed 
before being marketed to the consuming 
public.

Subpart B— Buildings and Facilities 
§ 110.20 Plants and grounds.

(a) Grounds. The grounds about a food 
plant under the control of the operator 
shall be free from conditions which may 
result in the contamination of food in­
cluding, but not limited to, the follow­
ing:

(1) Improperly stored equipment, lit­
ter, waste, refuse, and uncut weeds or 
grass within the immediate vicinity of 
the plant buildings or structures that 
may constitute an attractant, breeding 
place, or harborage for rodents, insects, 
and other pests.

(2) Excessively dusty roads, yards, or 
parking lots that may constitute a source 
of contamination in areas where food is 
exposed.

(3) Inadequately drained areas that 
may contribute contamination to food 
products through seepage or foot-borne 
filth and by providing a breeding place 
for insects or microorganisms.
If the plant grounds are bordered by 
grounds not under the operator’s control 
of the kind described in paragraph (a) 
(1) through (3) of this section, care must 
be exercised in the plant by inspection, 
extermination, or other means to effect 
exclusion of pests, dirt, and other filth 
that may be a source of food contamina­
tion.

(b) Plant construction and designv. 
Plant buildings and structures shall be 
suitable in size, construction, and design 
to facilitate maintenance and sanitary 
operations for food-processing purposes. 
The plant and facilities shall:

(1) Provide sufficient space for such 
placement of equipment and storage of 
materials as is necessary for sanitary 
operations and production of safe food. 
Floors, walls, and ceilings in the plant 
shall be of such construction as to bè 
adequately cleanable and shall be kept

clean and in good repair. Fixtures, ducts, 
and pipes shall not be so suspended over 
working areas that drip or condensate 
may contaminate foods, raw materials, 
or food-contact surfaces. Aisles or work­
ing spaces between equipment and be­
tween equipment and walls shall be un­
obstructed and of sufficient width to per­
mit employees to perform their duties 
without contamination of food or food- 
contact surfaces with clothing or per­
sonal contact.

(2) Provide separation by partition, lo­
cation, or other effective means for those 
operations which may cause contamina­
tion of food products with undesirable 
microorganisms, chemicals, filth, or other 
extraneous material.

(3) Provide adequate lighting to hand­
washing areas, dressing and locker rooms, 
and toilet rooms and to all areas where 
food or food ingredients are examined, 
processed,^ or stored and where equip­
ment and utensils are cleaned. Light 
bulbs, fixtures, skylights, or other glass 
suspended over exposed food in any step 
of preparation shall be of the safety type 
or otherwise protected to prevent food 
contamination in case of breakage.

(4) Provide adequate ventilation or 
control equipment to minimize odors and 
noxioiis flimes or vapors (including 
steam) in areas where they may con­
taminate food. Such ventilation or con­
trol equipment shall not create conditions 
that may contribute to food contamina­
tion by airborne contaminants.

(5) Provide, where necessary, effective 
screening or other protection against 
birds, animals, and vermin (including, 
but hot limited to, insects and rodents).
§ 110.35 Sanitary facilities and controls.

Each plant shall be equipped with ade­
quate sanitary facilities and accomo­
dations including, but not limited to, the 
following:

(a) Water supply. The water supply 
shall be sufficient for the operations in­
tended and shall be derived from an 
adequate source. Any water that contacts 
foods or .food-contact surfaces shall be 
safe and of adequate sanitary quality. 
Running water at a suitable temperature 
and under pressure as needed shall be 
provided in all areas where the process­
ing of food, the cleaning of equipment, 
utensils, or containers, or employee 
sanitary facilities require.

(b) Sewage disposal. Sewage disposal 
shall be made into an adequate sewer­
age system or disposed of through other 
adequate means.

(c) Plumbing. Plumbing shall be of 
adequate size and design and adequately 
installed and maintained to:

(1) Carry sufficient quantities of water 
to required locations throughout the 
plant.

(2) Properly convey sewage and liquid 
disposable waste from the plant.

(3) Not constitute a source of con­
tamination to foods, food products or 
ingredients, water supplies, equipment, 
or utensils or create an insanitary 
condition.

(4) Provide adequate floor drainage 
in all areas where floors are subject to 
flooding-type cleaning or where normal
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operations release or discharge water or 
other liquid waste on the floor.

<d) Toilet facilities. Each plant shall 
provide its employees with adequate 
toilet and associated hand-washing fa­
cilities within the plant. Toilet rooms 
shall be furnished with toilet tissue. The 
facilities shall be maintained in a  sani­
tary condition and kept in good repair 
at all times. Doors to  toilet rooms shall 
be self-closing and shall not open di­
rectly into areas where food is exposed 
to airborne contamination, except where 
alternate means have been taken to pre­
vent such contamination (such as double 
doors, positive air-flow systems, etc.). 
Signs shall be posted directing employees 
to wash their hands with cleaning soap 
or detergents after using toilet.

(e) Hand-washing facilities. Adequate 
and convenient facilities for hand wash­
ing and, where appropriate, hand sani­
tizing shall be provided a t  each location 
in the plant where good sanitary prac­
tices require employees to wash or sani­
tize and dry their hands. Such facilities 
shall be furnished with running water at 
a suitable temperature for hand wash­
ing, effective hand-cleaning and sanitiz­
ing preparations, sanitary towel service 
or suitable drying devices, and, where 
appropriate, easily cleanable waste 
receptacles.

(f) Rubbish and offal disposal. Rub­
bish and any offal shall be so conveyed, 
stored, and disposed of as to  minimize 
the development of odor, prevent waste 
from becoming an attractant and har­
borage or breeding place for vermin, and 
prevent contamination of food, food- 
contact surfaces, ground surfaces, and 
water supplies.
§ 1 1 0 .3 7  Sanitary operations.

(a) General maintenance. Buildings, 
fixtures, and other physical facilities of 
the plant shall be kept in good repair 
and shall be maintained in a sanitary 
condition. Cleaning operations shall be 
conducted in such a manner as to min­
imize the danger of contamination of 
food and food-contact surfaces. Deter­
gents, sanitizers, and other supplies em­
ployed in cleaning and sanitizing proce­
dures shall be free of significant micro­
biological contamination and shall be 
safe and effective for their intended 
uses. Only such toxic materials as are 
required to maintain sanitary conditions, 
for use in laboratory testing procedures, 
for plant and equipment maintenance 
and operation, or in manufacturing or 
processing operations shall be used or 
stored in the plant. These materials shall 
be identified and used only in such man­
ner and under conditions as will be safe 
for their intended uses.

(b) Animal and vermin control. No 
animals or birds, other than those es­
sential as raw material, shall be allowed 
in any area of a food plant. Effective 
measures shall be taken to exclude pests 
from the processing areas and to protect 
against the contamination of foods in or 
on the premises by animals, birds, and 
vermin (including, but not limited to, 
rodents and insects). The use of insecti­
cides or rodenticides is permitted only 
under such precautions and restrictions

as will prevent the contamination of food 
or packaging materials with illegal 
residues.

<c) Sanitation of equipment and uten­
sils. All utensils and product-contact 
surfaces of equipment shall be cleaned 
as frequently as necessary to prevent 
contamination of food and food prod­
ucts. Nonproduct-contact surfaces of 
equipment used in the operation of food 
plants should be cleaned as frequently as 
necessary to minimize accumulation df 
dust, dirt, food particles, and other de­
bris. Single-service articles (such as 
utensils intended for one-time use, pa­
per cups, paper towels, etc.) should be 
stored in appropriate containers and 
handled, dispensed, used, and disposed 
of in a manner that prevents contamina­
tion of food or food-contact surfaces. 
Where necessary to prevent the intro­
duction of undesirable microbiological 
organisms into food products, an utensils 
and product-contact surfaces of equip­
ment used in the plant shall be cleaned 
and sanitized prior to such use and fol­
lowing any interruption during which 
such utensils and contact surfaces may 
have become contaminated. Where such 
equipment and utensils are used in a 
continuous production operation, the 
contact surfacés of such equipment and 
utensils shall be cleaned and sanitized 
on a predetermined schedule using ade­
quate methods for cleaning and sanitiz­
ing. Sanitizing agents shall be effective 
and safe under conditions of use. Any 
facility, procedure, machine, or device 
may be acceptable for cleaning and san­
itizing equipment and utensils if it is 
established that such facility, procedure, 
machine, or device will routinely render 
equipment and utensils clean and pro­
vide adequate sanitizing treatment.

(d) Storage and handling of cleaned 
portable equipment and utensils. Gleaned 
and sanitized portable equipment and 
utensils with product-contact surfaces 
should be stored in such a location and 
manner that product-contact surfaces 
are protected from splash, dust, and 
other contamination.

Subpart C— Equipment 
§ 110.40 Equipment and procedures.

(a) General. All plant equipment and 
utensils should be (1) suitable for their 
intended use, <2) so designed and of such 
material and workmanship as to be ade­
quately cleanable, and (3) properly 
maintained. The design, construction, 
and use of such equipment and utensils 
shall preclude the adulteration of food 
with lubricants, fuel, metal fragments, 
contaminated water, or any other con­
taminants. All equipment should be so 
installed and maintained as to facilitate 
the cleaning of the equipment and of all 
adjacent spaces.

(b) Use of polychlorinated biphenyls 
in food plants. Polychlorinated biphenyls 
(PCB’s) represent a class of toxic indus­
trial chemicals manufactured and sold 
under a  variety of trade names, includ­
ing: Aroclor (United States); Phenoclor 
(Prance) ; Colphen <Germany) ; and 
Kanaclor (Japan). PCB’s are highly 
stable, heat resistant, and nonflammable

chemicals. Industrial uses of PCB’s in­
clude, or did include in the past, their use 
as electrical transformer and capacitor 
fluids, heat transfer fluids, hydraulic 
fluids, and plasticizers, and in formula­
tions of lubricants, coatings, and inks. 
Their unique physical and chemical 
properties and widespread, uncontrolled 
industrial applications have caused PCB’s 
to be a persistent and ubiquitous con­
taminant in the environment and caus­
ing the contamination of certain foods. 
In addition, incidents have occurred in 
which PCB’s have directly contaminated 
animal feeds as a result of industrial ac­
cidents (leakage or spillage of PCB fluids 
from plant equipment). These accidents 
in turn cause the contamination of food 
intended for human consumption (meat, 
milk, and eggs). Since PCB’s are toxic 
chemicals, the PCB contamination of 
food as a result of these accidents rep­
resents a hazard to human health. It is 
therefore necessary to place certain re- 
strictipns on the industrial uses of PCB’s 
in the production, handling, and storage 
of food. The following special provisions 
are necessary to preclude accidental PCB 
contamination of food:

(1) New equipment, utensils, and ma­
chinery for handling or processing food 
in or around a food plant shall not con­
tain PCB’s. j

(2) On or before September 4, 1973, 
the management of food plants shall:

(i) Have the heat exchange fluid used 
in existing equipment or machinery for 
handling or processing food sampled and 
tested to determine whether rt contains 
PCB’s, or verify the absence of PCB’s in 
such formulations by other appropriate 
means. On or before Sept. 4, 1973, any 
such fluid formulated with PCB’s must 
be replaced with a heat exchange fluid 
that does not contain PCB’s.

(ii) Eliminate from the food plant any 
PCB-containing food-contact surfaces of 
equipment or utensils and any PCB-con- 
taining lubricants for equipment Dr 
machinery that is used for handling or 
processing food.

(iii) Eliminate from the food plant any 
other PCB-containing materials wher­
ever there is a reasonable expectation 
that such materials could cause food to 
become contaminated with PCB’s either 
as a result of normal use or as a result of 
accident, breakage, or other mishap.

(iv) The toxicity and other charac­
teristics of fluids selected as PCB replace­
ments must be adequately determined so 
that the least potentially hazardous re­
placement is used. In making this deter­
mination with respect to a given fluid, 
consideration should be given to (a) its
toxicity: (b) the m axim um  quantity that
could be spilled onto a given quantity of 
food before it would be noticed, taking 
into account its color and odor; (c) pos­
sible signaling devices in  the equipment 
to indicate a loss of fluid, etc.; and id) 
its environmental stability and tendency 
to survive and be concentrated through 
the food chain. The judgment as to 
whether a  replacement fluid is suffi­
ciently nonhazardous is to be made on 
an individual installation and operation 
basis.
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(3) For the purposes of this section, 

the provisions do not apply to electrical 
transformers and condensers containing 
PCB’s in sealed containers.

Subpart D— [Reserved]
Subpart E— Production and Process 

Controls
§ 110.80 Processes and controls.

All operations in the receiving, in­
specting, transporting, packaging, segre­
gating, preparing, processing, and stor­
ing of food shall be conducted in accord 
with adequate sanitation principles. 
Overall sanitation of the plant shall be 
under the supervision of an individual 
assigned responsibility for this function. 
All reasonable precautions, including the 
following, shall be taken to assure that 
production procedures do not contribute 
contamination such as filth, harmful 
chemicals, undesirable microorganisms, 
or any other objectidnable material to 
the processed product:

(a) Raw material and ingredients 
shall be inspected and segregated as 
necessary to assure that they are clean, 
wholesome, and fit for processing into 
human food and shall be stored under 
conditions that will protect against con­
tamination and minimize deterioration. 
Raw materials shall be washed or cleaned 
as required to remove soil or other con­
tamination. Water used for washing, 
rinsing, or conveying of food products 
shall be of adequate quality, and water 
shall not be reused for washing, rinsing, 
or conveying products in a manner that 
may result in contamination of food 
products.

(b) Containers and carriers of raw in­
gredients should be Inspected on receipt 
to assure that their condition has not 
contributed to the contamination or de­
terioration of the products.

(c) When ice is used in contact with 
food products, it shall be made from po­
table water and shall be used only if it 
has been manufactured in accordance 
with adequate standards and stored, 
transported, and handled in a sanitary 
manner.

(d) Food-processing areas and equip 
ment used for processing human foo 
should not be used to process nonhuma: 
food-grade animal feed or inedible prod 
ucts unless there is no reasonable possi 
mlity for the contamination of th 
human food.

<e) Processing equipment shall b 
maintained in a sanitary conditio: 
through frequent cleaning including san 
itization where indicated. Insofar as nec 
«ssa iy , equipment shall be taken apar 
io r  thorough cleaning.

^ A11 food Processing, includini 
Packaging and storage, should be con 

' Under such conditions and con 
tro is as are necessary to minimize th< 
potential for undesirable bacterial o: 

, .micr°biological growth, toxii 
iormation, or deterioration or contain!

N1«5 Processed product or ingre- 
w  * s may re^uire careful monitor- 

of fuch physical factors as time 
ratlPerai ure’ humldity, pressure, flow- 
f_0̂ .and such processing operations a; 

mg, dehydration, heat processing

and refrigeration to assure that mechan­
ical breakdowns, time delays, tempera­
ture fluctuations, and other factors do 
not contribute to the decomposition 
or contamination of the processed 
products.

(g) Chemical, microbiological, or ex­
traneous-material testing procedures 
shall be utilized where necessary to iden­
tify sanitation failures or food contami­
nation, and all foods and ingredients that 
have become contaminated shall be re­
jected or treated or processed to elimi­
nate the contamination where this may 
be properly accomplished.

(h) Packaging processes and mate­
rials shall not transmit contaminants 
or objectionable substances to the prod­
ucts, shall conform to any applicable food 
additive regulation (Parts 170 through 
189 of this chapter), and should provide 
adequate protection from contamination.

(i) Meaningful coding of products sold 
or otherwise distributed from a manu­
facturing, processing, packing, or re­
packing activity should be utilized to 
enable positive lot identification to facil­
itate, where necessary, the segregation 
of specific food lots that may have be­
come contaminated or otherwise unfit 
for their intended use. Records should 
be retained for a period of time that 
excèeds the shelf life of the product, ex­
cept that they need not be retained more 
than 2 years.

(j) Storage and transportation of fin­
ished products should be under such 
conditions as will prevent contamina­
tion, including development of patho­
genic or toxigenic microorganisms, and 
will protect against undesirable deteri­
oration of the product and the container.
§ 110.99 Natural or unavoidable defects 

in  food for human use that present 
no health hazard.

(a) Some foods, even when produced 
under current good manufacturing and/ 
or processing practices, contain natural 
or unavoidable defects at lower levels 
that are not hazardous to health. The 
Food and Drug Administration estab­
lishes maximum levels for such defects in 
foods produced under good manufactur­
ing and/or processing practices and uses 
these levels for recommending regula­
tory actions.

(b) Defect action levels are estab­
lished for products whenever it is neces­
sary and feasible. Such levels are sub­
ject to change upon the development of 
new technology or the availability of new 
information.

(c) Compliance with defect action 
levels does not excuse failure to observe 
either the requirement in section 402 
(a)(4) of the Federal Food, Drug, and 
Cosmetic Act that food may not be pre­
pared, packed, or held under insanitary 
conditions or the other requirements in 
this part that food manufacturers must 
observe current good manufacturing 
practices. Evidence obtained through 
factory inspection indicating such a vio­
lation renders the food unlawful, even 
though the amounts of natural or un­
avoidable defects are lower than the cur­
rently established action levels. The 
manufacturer of food must at all times

utilize quality control procedures which 
will reduce natural or unavoidable de­
fects to the .lowest level currently 
feasible.

(d) The mixing of a food containing 
defects above the current defect action 
level with another lot of food is not per­
mitted and renders the final food unlaw­
ful regardless of the defect level of the 
final food.

(e) Current action levels for natural 
and unavoidable defects in food for hu­
man use that present no health hazard 
are as follows. (Levels that have been 
adopted on a temporary basis prior to 
publication as a regulation may be ob­
tained upon request at the Office of the 
Assistant Commissioner for Public Af­
fairs, Food and Drug Administration, 
Room 15B-42, 5600 Fishers Lane, Rock­
ville, MD 20857.)

PART 113— THERMALLY PROCESSED
LOW-ACID FOODS PACKAGED IN HER­
METICALLY SEALED CONTAINERS 

Subpart A—General ProvisionsSec.
113.1 Current good manufacturing prac­

tice.
113.3 Definitions.
113.10 Personnel.

Subpart B—  [Reserved]
Subpart C— Equipment 

113.40 Equipment and procedures.
Sub part D— Control of Components, Food Product 

Containers, Closures, and In-Process Materials
113.60 Containers.

Subpart E— Production and Process Controls 
113.81 Product preparation.
113.83 Establishing scheduled processes. 
113.87 Operations in the thermal process­

ing room.
113.89 Deviations in processing.

Subpart F—Records and Reports 
113.100 Records.

Authoritt: Sec. 402(a) (4), 701 (a), 52 Stat. 
1046, 1055 (21 U.S.C. 342(a) (4) , 371 (a )).

Subpart A— General Provisions
§ 113.1 Current good manufacturing 

practice.
The criteria in §§ 113.10,113.40,113.60, 

113.81, 113.83, 113.87, 113.89, and 113.100 
shall apply in determining whether the 
facilities, methods, practices, and con­
trols used by the commercial processor 
in the manufacture, processing, or 
packing of low-acid foods in hermeti­
cally sealed containers are operated or 
administered in a manner adequate to 
protect the public health.
§ 113.3 Definitions.

For the purposes of this part, the fol­
lowing definitions apply:

(a) “Aseptic processing and packag­
ing” means the filling of a commercially 
sterilized cooled product into presteril­
ized containers, followed by aseptic her- 
metical sealing, with a presterilized clo­
sure, in an atmosphere free of micro­
organisms.

(b) “Bleeders” means openings used 
to remove air, that enters with steam, 
from retorts and steam chambers and to 
promote circulation of steam in such re-

FEDERAL REGISTER. VOL. 42. NO. 50— TUESDAY MARCH 15. 1 0 7 7



14342

torts and steam chambers. Bleeders may 
serve as a means of removing condensate.

(c) “Coming-up-time” means tile time 
which elapses between the introduction 
of steam into the closed retort and the 
time when the retort reaches the required 
processing temperature.

(d) “Commercial processor” shall in­
clude any person engaged in commercial, 
custom, and so-called sportsman process­
ing or institutional (church, school, pe­
nal, or other organization) processing of 
food.

(e) “Commercial sterility” of food 
means the condition achieved by appli­
cation of heat which renders such food 
free of viable forms of microorganisms 
having public health significance, as well 
as any microorganisms of nonhealth 
significance capable of reproducing in 
the food under normal nonrefrigerated 
conditions of storage and distribution. 
“Commercial sterility” of equipment and 
containers used for aseptic processing 
and packaging of food means the condi­
tion achieved by application of heat, 
chemical sterilant(s), or other appropri­
ate treatment which renders such equip­
ment and containers free of viable forms 
of microorganisms having public health 
significance as well as any micro­
organisms of nonhealth significance ca­
pable of reproducing in the food under 
normal nonrefrigerated conditions of 
storage and distribution.

(f) “Flame sterilizer” means an ap­
paratus in which hermetically sealed 
containers are agitated a t atmospheric 
pressure, by either continuous, discon­
tinuous, or reciprocating movement, over 
gas flames to achieve sterilization tem­
peratures. A holding period in a heated 
section may follow the initial heating 
period.

(g) “Headspace, gross" is the vertical 
distance between the level of the product 
(generally the liquid surface) in an up­
right rigid container and the top edge 
of the container (the top of the double 
seam of a can or the top edge of a glass 
ja r ) .

(h) “Headspace, net” of a container 
having a double seam, such as a can, is 
the vertical distance between the level of 
the product (generally the liquid sur­
face) in the upright rigid container and 
the inside surface of the lid.

(i) “Hermetically sealed container” 
means a container which is designed and 
intended to be secure against the entry 
of microorganisms and to maintain the 
commercial sterility of its contents after 
processing.

(j) “Incubation” means the holding 
of a sample (s) at a specified tempera­
ture for a specified period of time before 
examination.

(k) “Initial temperature” means the 
average temperature of the contents of 
the coldest container to be processed at 
the time the sterilizing cycle begins, as 
determined after thorough stirring or 
shaking of the filled and sealed con­
tainer.

(l) “Lot” means the product produced 
during a period of time indicated by a 
specific code.

(m) “Low-acid foods” means any 
foods, other than .alcoholic beverages,
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with a finished equilibrium pH value 
greater than 4.6 and a water activity 
greater than 0.85 and also includes any 
normally low-acid fruits, vegetables, or 
vegetable products in which for the pur­
pose of thermal processing the pH value 
is reduced by acidification. Tomatoes, 
pears, and pineapples, or the juices 
thereof, having a pH of less than 4.7 and 
figs having a pH of 4.9 or below shall not 
be classed as low-acid foods.

(n) “Minimum thermal process” 
means the application of heat to food, 
either before or after sealing in a her­
metically sealed container, for a period 
of time and at a temperature scien­
tifically determined to be adequate to 
ensure destruction of microorganisms 
of public health significance.

(o) “Retort” means any closed vessel 
or other equipment used, for the thermal 
processing of foods.

(p) “Scheduled process” means the 
process selected by the processor as ade­
quate under the conditions of manufac­
ture for a given product to achieve com­
mercial sterility. This process may be in 
excess of that necessary to ensure de­
struction of microorganisms of public 
health significance.

(q) “Shall” and “should.” As used in 
this part, “shall” refers to mandatory 
requirements and “should” refers to rec­
ommended or advisory procedures or 
equipment.

(r) “Vents” means openings controlled 
by gate, plug cock, or other adequate 
valves used for the elimination of air 
during the venting period.

(s) “Water activity” or “aw” means the 
vapor pressure of the food product di­
vided by the vapor pressure of pure water 
under identical conditions of pressure 
and temperature.
§ 113.10 Personnel.

All operators of retorts, processing sys­
tems, and aseptic processing and pack­
aging systems, and container closure in­
spectors shall be under the operating 
supervision of a person who has attended 
a school approved by the Commissioner 
for giving instruction in retort opera­
tions, processing systems operations, 
aseptic processing and packaging sys­
tems operations, and container closure 
inspections, and has been identified by 
that school as having satisfactorily 
completed the prescribed course of 
instruction.

Subpart B—[Reserved]
Subpart C—Equipment 

§113.40 E q u ip m e n t and  procedures .
(a.) Equipment and procedures for 

pressure processing in steam in still re­
torts— (1) indicating mercury-in-glass 
thermometer. Each retort shall be 
equipped with a t least one mercury-in- 
glass thermometer with a temperature 
range of not more than 100° F in the 
processing range on a scale a t least 7 
inches in length. The scale divisions shall 
be no more than 2° F. Thermometers 
shall be tested for accuracy against a 
known accurate standard thermometer 
upon installation and at least once a 
year thereafter or more frequently as

may be necessary to ensure their ac­
curacy. Bulbs of indicating thermome­
ters shall be installed either within the 
retort shell or in external wells attached 
to the retort. External wells or pipes shall 
be connected to the retort through at 
least a %-inch diameter opening, and 
shall be equipped with a one-sixteenth 
inch or larger bleeder opening so located 
as to provide a full flow of steam past 
the length of the thermometer bulb. The 
bleeder for external wells shall emit 
steam continuously during the entire 
processing. period. Thermometers shall 
be installed where they can be accurately 
and easily read. A thermometer that has 
a divided mercury column or that devi­
ates more than 1° F from the standard 
shall be repaired or replaced. The mer­
cury thermometer—not the recorder 
chart—shall be the reference instrument 
for indicating the processing tempera­
ture.

(2) Temperature recording device. 
There shall be ah accurate temperature 
recording device for each still retort ad­
justed to agree within 1° F of the known 
accurate mercury-in-glass thermometer.
A means of preventing unauthorized 
changes in adjustment shall be provided. 
The chart graduations shall not exceed 
2° F within a range of 10° F of the proc­
essing temperature. Each chart shall 
have a working scale of not more than 
50° F- per inch within a range of 20° F 
of the processing temperature. This re­
corder may be combined with the steam 
controller and may be a recording-con­
trolling instrument. The temperature re­
corder bulb shall be installed either 
within the retort shell or in a well at­
tached to the shell. Each temperature 
recorder bulb well shall have a one- 
sixteenth inch or larger bleeder opening 
emitting steam continuously during the 
processing period.

(3) Pressure gages. Each retort shall 
be equipped with a pressine gage. The 
gage should be graduated in divisions 
of 2 pounds or less, should be connected 
to the retort shell or external well by a 
short gooseneck tube, and should be not 
more than 4 incites higher than the 
gooseneck. The gage should be checked 
-for accuracy,, at least once a year.

(4) Steam controller. Each retort shall 
be equipped with a steam controller to 
maintain the retort temperature. This 
may be a recording-controlling instru­
ment when combined with a recording 
thermometer.

(5) Steam inlet. The steam inlet to 
each still retort shall be large enough 
tq provide sufficient steam for proper op­
eration of the retort. Steam may enter 
either the top portion or the bottom por­
tion of the retort but, in any case, shall 
enter the portion of the retort oppose® 
the vent; for example, steam inlet m 
bottom portion and vent in top portion.

(6) Crate supports. A bottom crac® 
support shall be employed in vertical 
still retorts. Baffle plates shall not oe 
used in the bottom of still retorts.

(7) Steam spreaders. Steam spread­
ers, which are perforated or other style 
continuations of the steam line inside ® 
retort, should not be larger than ®
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steam inlet line. Horizontal still retorts 
shall be equipped with steam spreaders 
that extend along the bottom for the 
length of the retort; the perforations 
should be along the top 90* of this pipe. 
Horizontal still retorts over 30 feet long 
should have two steam inlets connected to 
the spreader. In vertical still retorts the 
steam spreaders, if used, should be in the 
form of a cross with the perforations 
along the top or sides of the pipe. The 
number of perforations in spreaders for 
both horizontal and vertical still retorts 
should be such that the total cross-sec­
tional area of the perforations is equal 
to 1 l/z to 2 times the cross-sectional area 
of the steam inlet line.

(8) Bleeders. Bleeders, except those 
for thermometer wells, shall be one- 
eighth inch or larger and shall be wide 
open during the entire process, includ­
ing the coming-up-time. For horizontal 
retorts, bleeders shall be located within 
approximately 1 foot of each end; addi­
tional bleeders shall be located not more 
than 8 feet apart along the top. Vertical 
retorts shall have a t least one bleeder 
opening located in that portion of the 
retort opposite the steam inlet. In re­
torts having top steam inlet and bottom 
venting, a bleeder shall be installed in 
the bottom of the retort to ensure re­
moval of condensate. All bleeders shall 
be arranged in such a way that the 
operator can observe that they are func­
tioning properly.

(9) Stacking equipment and position 
of containers. Crates, trays, gondolas, 
etc., for holding containers shall be 
made of strap iron, adequately perfo­
rated sheet metal, or other suitable ma­
terial. When perforated sheet metal is 
used for the bottoms, the perforations 
should be approximately the equivalent 
of 1-inch holes on 2-inch centers. If 
dividers are used between the layers of 
containers, they should be perforated as 
above. When there is stratification of 
the product in the containers, the con­
tainers should be processed in such a 
position that the plane of stratification 
is vertical.

(10) Vents. Vents shall be installed in 
such a way that air is removed from the 
retort before- timing of the process is 
started. Vents shall be controlled by 
gate, plug cock, or other adequate type 
valves which shall be fully open to per­
mit rapid discharge of air from the re­
tort during the venting period. Vents 
shall not be connected directly to a 
closed drain system. If the overflow is 
used as a vent, there shall be an atmos­
pheric break in the line before it con­
nects to a closed drain. The vent shall be 
located in that portion of the retort op­
posite the steam inlet; for example, 
steam inlet in bottom portion and vent 
m top portion. Where a retort manifold 
connects several vent pipes from a single 
still retort, it shall' be controlled by a 
gate, plug cock, or other adequate type 
valve. The retort manifold shall be of 
a size such that the cross-sectional area 
of the pipe is larger than the total cross- 
sectional area of all connecting vents.
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The discharge shall not be directly con­
nected to a closed drain without an a t­
mospheric break in the line. A manifold 
header connecting vents or manifolds 
from several still retorts shall lead to 
the atmosphere. The manifold header 
shall not be controlled by a valve and 
shall be of a size such that the cross- 
sectional area is a t least equal to the 
total cross-sectional area of all connect­
ing retort manifold pipes from all retorts 
venting simultaneously. Timing of the 
process shall not begin until the retort 
has been properly vented and the proc­
essing temperature has been reached. 
Retorts using air for pressure cooling 
shall be equipped with a ball or globe 
valve or suitable valve and piping ar­
rangement on the air line to prevent air 
leakage into the retort during processing. 
Some typical installations and operating 
procedures reflecting the requirements 
of this section for venting still retorts 
are given in paragraphs (a) (10) (i) (a) 
through (d) and (ii) (a) and (b) of this 
section. Other installations and operat­
ing procedures which deviate from the 
above specifications may be used, pro­
vided that there is evidence that they 
accomplish adequate venting of air.

(i) Venting horizontal retorts, (o) 
Venting through multiple 1-inch vents 
discharging directly to atmosphere.
1 - in .  ga te  v a lv e  1 - in .  v en t

Vent
Gate valve *

Globe valve 
Water inlet

Water spreader 
Steam spreader

l*“Inlet
Size of water inlet, vent pipe, and vent 

valve. For retorts less than 15 feet in length, 
2 inches; for retorts 15 feet and over in 
length, 2y2 inches.

Size of water spreader. For retorts less 
than 15 feet in length, i y 2 inches; for re­
torts 15 feet and over in length, 2 inches.

Venting method. Water spreader vent gate 
or plug cock valve should be wide open for 
at least 5 minutes and to at least 225° F, or 
for at least 7 minutes and to at least 220° F.

(d) Venting through a single 2 ^ -inch 
top vent (for retorts not exceeding 15 
feet in length).

Vent..*, n -Gate valve

Inlet
Specifications: A 2%-inch vent equipped 

with a 2%-inch gate or plug cock valve 
and located within 2 feet of the center of 
the retort.

Venting method: Vent gate or plug cock 
valve should be wide open for at least 4 
minutes and to at least 220° F.

Specifications. One 1-inch vent for every 
5 feet of retort length, equipped with a gate 
or plug cock valve and discharging to atmos­
phere; end vents not more than 2 y2 feet from 
ends of retort.
. Venting method. Vent valves should be 
wide open for at least 5 minutes and to at 
least 225° F, or at least 7 minutes and to at 
least 220° F. -

(b) Venting through multiple 1-inch 
vents discharging through a manifold 
to atmosphere.

Gate valve Manifold

Specifications. One 1-inch vent for every 
5 feet of retort length; end vents not over 
2% feet from ends of retort; size of mani­
fold—for retorts less than 15 feet in length, 
2 l/t inches; for retorts 15 feet and over in 
length, 3 inches.

Venting method. Manifold vent gate or 
plug cock valve should be wide open for at 
least 6 minutes and to at least 225° F, or for 
at least 8 minutes and to at least 220° F.

(c) Venting through water spreaders.

(ii) Venting vertical retorts, (a) Vent­
ing through a 1^-inch overflow.

Overflow pipe as vent

Specifications. A 1 % -inch overflow pipe 
equipped with a 1 % -inch gate or plug cock 
valve and with not more than 6 feet of 
iy2-inch pipe beyond the valve before break 
to the atmosphere or to a manifold header: 

Venting method. Vent gate or plug cock 
valve should be wide open for at least 4 
minutes and to at least 218* F, or for at 
least 5 minutes and to at least 215° F.

(b) Venting through a single 1-inch 
side or top vent.
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1 -in ■ Gate valve

Steam
spreader

Specifications. A 1-lnch vent in lid or top 
side, equipped with a 1-inch gate or plug 
cock valve and discharging directly into the 
atmosphere or to a manifold header.

Venting method. Vent gate or plug cock 
valve should be wide open for at least 5 
minutes and to at least 230’ F, or for at ' 
least 7 minutes and to at least ?.20° P.

(11) Critical factors, (i) Where maxi­
mum drained weight is specified in the 
scheduled process it shall be measured 
and recorded at intervals of sufficient 
frequency to ensure that the weight of 
the product does not exceed the maxi­
mum for the given container size speci­
fied in the scheduled process.

(ii) Closing machine vacuum (in 
vacuum-packed products) shall be ob­
served and recorded at intervals of suffi­
cient frequency to ensure that the 
vacuum is as specified in the scheduled 
process.

(iii) Such measurements and record­
ings should be made at intervals not to 
exceed 15 minutes.

(b) Equipment and procedures for 
pressure processing in water in still re­
torts—(1) Indicating mercury-in-glass 
thermometer. Each retort shall be 
equipped with at least one mercury-in­
glass thermometer that has a tempera­
ture range of not more than 100° F in 
the processing range on a scale at least 
7 inches in length, or a temperature 
range of not more than 150° F on a 
scale at least 9 inches in length. The 
scale divisions shall be no more than 
2" F. Thermometers shall be tested for 
accuracy against a known accurate 
standard thermometer upon installation 
and at least once a year thereafter or 
more frequently as may be necessary to 
ensure their accuracy. Bulbs of indi­
cating thermometers shall be located in 
such a position that they are beneath 
the surface of the water throughout the 
process. On horizontal retorts this entry 
should be made in the side at the cen­
ter, and the thermometer bulbs shall 
be inserted directly into the retort shell. 
In both vertical and horizontal retorts, 
the thermometer bulbs shall extend di­
rectly into the water a minimum of at 
least 2 inches withput a separable well or 
sleeve. Thermometers shall be installed 
where they can be accurately and easily 
read. A thermometer that has a divided 
mercury column or that deviates more 
than 1* F from the standard shall be 
repaired or replaced. The mercury 
thermometer—not the recorder chart—

shall be the reference instrument for in­
dicating the processing temperature-

(2) Temperature recording device. 
There shall be an accurate temperature 
recording device for each still retort 
adjusted to agree within 1° F of the 
known accurate mercury-in-glass ther­
mometer. A means of preventing un­
authorized changes in adjustment shall 
be provided. The chart graduations shall 
not exceed 2° F within a range of 10° F 
of the processing temperature. Each 
chart shall have a working scale of not 
more than 50° F per inch within a range 
of 20° F of the processing temperature. 
This recorder _ may be combined with 
the steam controller and may be a  re­
cording-controlling instrument. The re­
cording thermometer bulb should be 
located adjacent to the bulb of the mer­
cury-in-glass thermometer except in the 
case of a vertical retort equipped with a 
combination recorder-controller. In such 
vertical retorts the temperature record­
er-control bulb shall be located a t the 
bottom of the retort below the lowest 
crate rest in such a position that the 
steam does not strike it directly. In hori­
zontal retorts the temperature recorder- 
control bulb shall be located between 
the water surface and the- horizontal 
plane passing through the center of the 
retort so that there is no opportunity 
for direct steam impingement upon the 
control bulb.

(3) Pressure gages, (i) Each retort 
shall be equipped with a pressure gage. 
The gage should be graduated in divi­
sions of 2 lbs. or less, should be connected 
to the retort shell or external well by a 
short gooseneck tube, and should be not 
more than 4 inches higher than the 
gooseneck. The gage should be checked 
for accuracy at least once a year.

(ii) An adjustable pressure relief, or 
control valve of a capacity sufficient to 
prevent undesired increase in retort 
pressure when the water valve is wide 
open and should be installed in the over­
flow line.

(4) Steam introduction. The distribu­
tion of steam in the bottom of the retort- 
shall be accomplished in a manner ade­
quate to provide uniform heat distribu­
tion throughout the retort/ In vertical 
retorts, uniform steam distribution can 
be achieved by any of several methods. 
In horizontal retorts, the steam distrib­
utor shall run the length of the bottom 
of the retort with perforations distrib­
uted uniformly along the upper part of 
the pipe.

(5) Crate supports. A bottom crate 
support shall be employed in vertical 
still retorts. Baffle plates shall not be 
used in the bottom of the retort. Center­
ing guides should be installed so as to 
ensure that there be about i l/z-inches 
clearance between the side wall of the 
crate and the retort wall.

(6) Stacking equipment. Crates, trays, 
gondolas, etc., for holding containers 
shall be made of strap iron, adequately 
perforated sheet metal, or other suitable 
material. When perforated sheet metal 
is used for the bottoms, the perforations 
should be approximately the equivalent

of 1-inch holes on1 2-inch centers/ If 
divider plates are used between the lay­
ers of containers, they should be per­
forated as above.

(7) Drain valve. A nonclogging, water­
tight valve shall be used. Screens should 
be installed over all drain openings.

(8) Water level indicator. There shall 
be a means of determining the water 
level in the retort during, operation (e.g., 
by using a gage water glass or pet- 
cock (s) ). Water shall cover the top layer 
of containers during the entire coming- 
up-time and processing periods and 
should cover the top layer of containers 
during the cooling periods.

(9) Air supply and controls. In both 
horizontal and vertical still retorts for 
pressure processing in water, a means 
shall be provided for introducing com­
pressed air at the proper pressure and 
rate. The proper pressure shall be con­
trolled by an automatic pressure control 
unit. A check valve shall be provided in 
the air supply line to prevent water from 
entering the system. Air or water circu­
lation shall be maintained continuously 
during the coming-up-time, processing, 
and cooling periods; if air is used to pro­
mote circulation it shall be introduced 
into the steam line a t a point between 
the retort and the steam control valve 
at the bottom of the retort.

(10) Cooling water supply: In vertical 
retorts the cooling water should be in­
troduced a t the top of the retort between 
the water and container levels; in hori­
zontal retorts the cooling water should 
be introduced into the suction side of 
the pump. A check valve should be in­
cluded in the cooling water line.

(11) Retort headspace. The headspace 
necessary to control the air pressure 
should be maintained between the water 
level and the top of the retort shell.

(12) Vertical and horizontal still re­
torts. Vertical and horizontal still retorts 
should follow the arrangements in the 
following diagrams or be equivalent.

Vertical Retorts
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L e g e n d  f o r  V e r t i c a l  a n d  H o r i z o n t a l  S t il l  

R e t o r t s
A—Water line.
B—Steam line.
0— Temperature control.
D—Overflow line. '
E,—Drain line. «
E„—Screens.
F—Check valves.
G—Line from hot water storage.
H—Suction line and manifold.
1— Circulating pump.
J—Petcocks.
K—Recirculating line.
L—Steam distributor.
M—Temperature controller bulb.
N—Thermometer.
0—Water spreader, 
p—Safety valve.
Q—Vent valve for steam processing.
R—Pressure gage.
S—Inlet air control.
T—Pressure control.
U—Air line.
V—To pressure control instrument.
W—To temperature control Instrument.
X—Wing nuts.
Yj—Crate support.
Ya—Crate guides.
Z—Constant flow orifice valve.'
Zx—Constant flow orifice valve used during 

come-up.
Z2—Constant flow orifice valve used during 

cook.
(13) Water circulation. When a water 

circulating system is used for heat dis­
tribution it shall be installed in such a 
manner that water will be drawn from 
the bottom of the retort through a  suc­
tion manifold and discharged through a 
spreader which extends the length of the 
top of the retort. The holes hi the water 
spreader shall be uniformly distributed 
and should have an aggregate area not 
greater than the cross section area of 
the outlet line from the pump. The suc­
tion outlets should be protected with 
nonclogging screens to keep debris from 
entering the circulating system. The 
pump shall be equipped with a pilot light 
or other signaling device to warn the 
operator when it is not running, and with 
a bleeder to remove air when starting 
operations.

(14) Critical factors, (i) Where maxi­
mum drained weight is specified in the 
scheduled process it shall be measured 
and recorded at intervals of sufficient 
frequency to ensure that the weight of 
the product does not exceed the maxi­
mum for the given container size speci­
fied in the scheduled process.

(ii) Closing machine vacuum (in vac­
uum-packed products) shall be observed 
and recorded at intervals of sufficient 
frequency to ensure that the vacuum is 
as specified in the scheduled process.

(iii) Such measurements and record­
ings should be made at intervals not to 
exceed 15 minutes.

(c) Equipment and procedures for 
pressure processing in steam in continu­
ous agitating retorts.— il) Indicating 
uiercury-in-glass thermometer. Each re­
tort shall be equipped with at least one 
mercury-in-glass thermometer that has 
mnoI2,pier^ture ranse of not more than 
iuo P in the processing range on a scale
*J,fastZ mches *n length. The scale divi­sions shall be no more than 2° P 
Thermometers shall be tested for ac- 
»iSrfu against a known accurate stand­
ard thermometer upon installation and

at least once a year thereafter or more 
frequently as may be necessary to ensure 
their accuracy. Bulbs of indicating 
thermometers shall be installed either 
within the retort shell or in external wells 
attached to thè retort. External wells or 
pipes shall be connected to the retort 
through at least a %-inch diameter 
opening, and shall be equipped with a Me- 
inch or larger bleeder opening so located 
as to provide a full flow of steam past 
the length of the thermometer bulb. 
The bleeders for external wells shall 
emit steam continuously during the en­
tire processing period. Thermometers 
shall be installed where they can be ac­
curately and easily read. A thermometer 
that has a divided mercury column or 
that deviates more than 1° F  from the 
standard shall be repaired or replaced. 
The mercury thermometer—not the 
recorder chart—shall be the reference 
instrument for indicating the processing 
temperature.

(2) Temperature recording device. 
There shall be an accurate temperature 
recording device for each retort adjusted 
to agree within 1° P  of the known ac­
curate mercury-in-glass thermometer. A 
means of preventing unauthorized 
changes in adjustment shall be provided. 
The chart graduations shall not exceed 
2° P  within a range of 10° P  of the proc­
essing temperature. Each chart shall 
have a working scale of not more than 
50° P  per inch within a range of 20" P 
of the processing temperature. This 
recorder may be combined with the 
steam controller and may be a record­
ing-controlling instrument. The tem­
perature recorder bulb shall be installed 
either within the retort shell or in a well 
attached to the shell. Each temperature 
recorder bulb well shall have a %6-inch 
or larger bleeder opening emitting steam 
continuously during the processing 
period.

(3) Pressure gages. Each retort shall 
be equipped with a pressure gage. The 
gage should be graduated in divisions of 
2 pounds or less, should be connected to 
the retort shell or external well by a short 
gooseneck tube, and should be not more 
than 4 inches higher than the gooseneck. 
The gage should be checked for accuracy 
at least once a year.

(4) Steam controller. Each retort shall 
be equipped with an automatic steam 
controller to maintain the retort tem­
perature. This may be a recording-con­
trolling instrument when combined with 
a recording thermometer.

(5) Bleeders. Bleeders, except those 
for thermometer wells, shall be %-inch 
or larger and shall be wide open during 
the entire process, including the coming- 
up time. Bleeders shall be located within 
approximately 1 foot of each end; addi­
tional bleeders shall be located not more 
than 8 feet apart along the top of the re­
tort. All bleeders shall be arranged in 
such a way that the operator can observe 
that they are functioning properly.

(6) Venting and condensate removal. 
Vents shall be located in that portion of 
the retort opposite the steam inlet. Air 
shall be removed before processing is 
started. At the time steam is turned on, 
the drain should be opened for a time

sufficient to remove steam condensate 
from the retort and provision shall be 
made for continuing drainage of con­
densate during the retort operation. The 
condensate bleeder in the bottom of the 
shell serves as an indicator of continuous 
condensate removal.

(7) Retort speed timing. The rota­
tional speed of the retort shall be speci­
fied in the scheduled process. The speed 
shall be adjusted and recorded when the 
retort is started, at any time a speed 
change is made, and at intervals of suffi­
cient frequency to ensure that the retort 
speed is maintained as specified in the 
scheduled process. These adjustments 
and recordings should be made every 4 
hours or less. Alternatively, a recording 
tachometer may be used to provide a 
continuous reeord of the speed. A means 
of preventing unauthorized speed 
changes on retorts shall be provided.

(8) Emergency stops. If a retort jams 
or breaks down during processing opera­
tions, necessitating cooling the retort for 
repairs, the retort shall either be op­
erated as a still retort, with all con­
tainers being given a full still retort 
process before the retort is cooled, or the 
retort shall be cooled promptly and all 
containers shall be either reprocessed, 
repacked and reprocessed, or discarded.

(i) Any containers in the retort in­
take valve of a continuous retort at the 
time of breakdown shall either be re­
processed, repacked and reprocessed, or 
discarded.

(ii) Both the time at which the reel 
stopped and the time the retort was used 
for a still retort process, if so used, shall 
be marked, on the recording chart and 
entered on the other production records 
required in this chapter. If the alterna­
tive procedure of prompt cooling is fol­
lowed, the subsequent handling meth­
ods used for the containers in the retort 
a t the time of stopping and cooling shall 
be entered on the production records.

(9) Temperature drop. If the tempera­
ture of the continuous retort drops be­
low the temperature specified in the 
scheduled process while containers are 
in the retort, the retort reel shall be 
stopped promptly. An automatic device 
should be used to stop the reel when the 
temperature drops below the specified 
process temperature. Before the reel is 
restarted, all containers in the retort 
shall be given a complete still retort 
process if the temperature drop was 10°
P or more below the specified tempera­
ture. Alternatively, container entry to 
the retort shall be stopped and the reel 
shall be restarted to empty the retort. 
The discharged containers shall be either 
reprocessed, repacked and reprocessed, 
or discarded. Both the time a t which the 
reel stopped and the time the retort was 
used for a still retort process, if so used, 
shall be marked on the recording chart 
and entered on  ̂ the other production 
records required in this chapter. If the 
alternative procedure of emptying the 
retort is followed, the subsequent han­
dling methods used for the containers in 
the retort a t the time of the tempera­
ture drop shall be entered on the pro­
duction records. If the temperature drop 
was less than 10° P, an authorized emer-
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gency still process approved by a  quali­
fied person (s) having expert knowledge 
of thermal processing requirements may 
be used before restarting the retort reel. 
Alternatively, container entry to the re­
tort shall be stopped and an authorized 
emergency agitating process may be used 
before container entry to the retort is 
restarted. If any emergency process and 
procedure is utilized, no containers shall 
enter the retort during this time and the 
process and procedures used shall be en­
tered on the production records.

(10) Critical factors. The minimum 
headspace of containers, if specified in 
the scheduled process, shall be measured 
and recorded at intervals of sufficient fre­
quency to ensure that the headspace is 
as specified in the scheduled process. The 
headspace of solder-tipped, lap seam 
(vent hole) cans may be measured by 
net weight determinations. Where the 
product consistency is specified in the 
scheduled process, the consistency of the 
product shall be determined by objec­
tive measurements on the product taken 
from thefiller before processing and re­
corded at intervals of sufficient frequency 
to ensure that the consistency is as spec­
ified in the scheduled process. Minimum 
closing machine vacuum (in vacuum- 
packed products), maximum drained 
weight, minimum net weight, and per­
cent solids shall be as specified in the 
scheduled process for all products where 
deviations from such specifications may 
affect the scheduled process. Measure­
ments of these critical factors shall be 
made and recorded at intervals of suf­
ficient frequency to ensure that they are 
as specified in the scheduled process. All 
measurements and recordings of critical 
factors should be made a t intervals not 
to exceed 15 minutes.

(d) Equipment and procedures for 
pressure processing in steam in discon­
tinuous agitating retorts—(1) Indicating 
mercury-in-glass thermometer. Each re­
tort shall be equipped with a t least one 
mercury-in-glass thermometer that has 
a temperature range of not more than 
100° P in the processing range on a scale 
a t least 7 inches in length. The scale divi­
sions shall be no more than 2° P. Ther­
mometers shall be tested for accuracy 
against a known accurate standard ther­
mometer upon installation and at least 
once a year thereafter or more frequently 
as may be necessary to ensure their ac­
curacy. Bulbs of indicating thermom­
eters shall be installed either within the 
retort shell or in external wells attached 
to the retort. External wells or pipes shall 
be connected to the retort through at 
least a %-inch diameter opening, and 
shall be equipped with a 1/16-inch or 
larger bleeder opening so located as to 
provide a full flow of steam past the 
length of the thermometer bulb. The 
bleeder for external wells shall emit 
steam continuously during the entire 
processing period. Thermometers shall 
be installed where they can be accurately 
and easily read. A thermometer with a 
divided mercury column or that deviates 
more than 1° P from the standard shall 
be repaired or replaced. The mercury 
thermometer—not the recorder chart—

shall be the reference instrument for in­
dicating the processing temperature.

(2) Temperature recording device. 
There shall be an accurate temperature 
recording device for each retort adjusted 
to agree within 1° P  of the «known ac­
curate mercury-in-glass thermometer. A 
means of preventing unauthorized 
changes in adjustment shall be provided. 
The chart graduations shall not exceed 
2° P within a range of 10° P of the proc­
essing temperature. Each chart shall 
have a working scale of not more than 
50° F per inch within a range of 20° F 
of the processing temperature. This re­
corder may be combined with the steam 
controller and may be a recording-con- 
trolling instrument. The temperature re­
corder bulb shall be installed either 
within the retort shell or in a well a t­
tached to the shell. Each temperature re­
corder bulb well shall have a %6-inch or 
larger bleeder opening emitting steam 
continuously during the processing 
period.

(3) Pressure gages. Each retort shall 
be equipped with a pressure gage. The 
gage should be graduated in divisions of 
2 pounds or less, should be connected to 
the retort shell or external well by a 
short gooseneck tube, and should be not 
more than 4 inches higher than the 
gooseneck.The gage should be checked 
for accuracy at least once a year.

(4) Steam controller. Each retort shall 
be equipped with an automatic steam 
controller to maintain the retort tem­
perature. This may be a recording­
controlling instrument when combined 
with a recording thermometer.'

(5) Bleeders. Bleeders, except those 
for thermometer wells, shall be Va inch 
or larger and shall be wide open during 
the entire process, including the coming- 
up-time. Bleeders shall be located within 
approximately 1 foot of each end; addi­
tional bleeders shall be located not more 
than 8 'feet apart along the top of the 
retort. In retorts having top steam inlet 
and bottom venting, a bleeder shall be in- 
stallèd in the bottom of the retort to en­
sure removal of condensate. All bleeders 
shall be arranged in such a way that the 
operator can observe that they are func­
tioning properly.

(6) Venting and condensate removal. 
The air in each retort shall be removed 
before processing is started. At the time 
steam is turned on, the drain should be 
opened for a time sufficient to remove 
steam condensate from the retort- and 
provision should be made for continuing 
drainage of condensate during the retort 
operation.

(7) Retort speed timing. The rota­
tional speed of the retort shall be 
specified in the scheduled process. The 
rotational speed shall be adjusted, as 
necessary, to ensure that the speed is as 
specified in the scheduled process. The 
rotational speed as well as the process 
time shall be recorded for each retort 
load processed. Alternatively, a recording 
tachometer may be used to provide a con­
tinuous record of the speed. A means of 
preventing unauthorized speed changes 
on retorts shall be provided.
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(8) Critical factors^ The minimum 
headspace of containers in each retort 
load to be processed, if specified in the 
scheduled process, shall be measured and 
recorded at intervals of sufficient fre­
quency to ensure that the headspace is 
as specified in the scheduled process. The 
headspace of solder-tipped, lap seam 
(vent hole) cans may be measured by 
net weight determinations. Where the 
product consistency is specified in the 
scheduled process, the consistency of the 
product shall be determined by objective 
measurements on the product taken 
from the filler before processing and re­
corded at intervals of sufficient frequency 
to ensure that the consistency is as spec­
ified in the scheduled process. Mini­
mum closing machine vacuum (in 
vacuum-packed products), maximum 
drained weight, minimum net weight, 
and percent solids shall be as specified 
in the scheduled process for all products 
where deviations from such specifica­
tions may' affect the scheduled process. 
Measurements of these critical factors 
shall be made and recorded at intervals 
of sufficient frequency to ensure that 
they are as specified in the scheduled 
process. All measurements and record­
ings of critical factors should be made 
at intervals not to exceed 15 minutes.

(e) Equipment and procedures for 
pressure processing in water in discon­
tinuous agitating retorts—(1) Indicating 
mercury-in-glass thermometer. Each re­
tort shall be equipped with at least one 
mercury-in-glass thermometer that has 
a temperature range of not more than 
100° P in the processing range on a 
scale a t least 7 inches in length. The 
scale divisions shall be no more 'than  
2° P. Thermometers shall be tested for 
accuracy against a known accurate 
standard thermometer upon installation 
and at least once a year thereafter or 
more frequently as may be necessary to 
ensure their accuracy. Bulbs of indicat­
ing thermometers shall be installed 
either within the retort shell or in exter­
nal wells attached to the retort. Ther­
mometers shall be installed where they 
can be accurately and easily read. A 
thermometer that has a divided mercury 
column or that deviates more than 1° F 
from the standard shall be repaired or 
replaced. The mercury thermometer— 
not the recorder chart—shall be the ref­
erence instrument for indicating the 
processing temperature.

(2) Temperature recording device. 
There shall be an accurate temperature 
recording device for each retort adjusted 
to agree within 1° F of the known ac­
curate mercury-in-glass thermometer. 
A means of preventing unauthorized 
changes in adjustment shall be provided. 
The chart graduations shall not exceed 
2° F within a range of 10° F of the 
processing temperature. Each chart shall 
have a working scale of not more than 
50° P per inch within a range of 20° i  
of the processing temperature, This re­
corder may be combined with the steam 
controller and may be a recording­
controlling instrument. The temperature 
recorder bulb shall be installed either
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within the retort shell or in a well a t­
tached to the shell.

(3) Pressure gages. Each retort shall 
be equipped with a pressure gage. The 
gage should be graduated in divisions of 
2 pounds or less, should be connected to 
the retort shell or external well by a 
short gooseneck tube, and should be not 
more than 4 inches higher than the 
gooseneck. The gage should be checked 
for accuracy a t least once a year.

(4) Steam controller. Each retort 
shall be equipped with an automatic 
steam controller to maintain the retort 
temperature. This may be a recording- 
controlling instrument when combined 
with a recording thermometer.

(5) Retort speed timing. The rota­
tional speed of the retort shall be speci­
fied in the scheduled process. The 
rotational speed shall be adjusted, as 
necessary, to ensure that the speed is as 
specified in the scheduled process. The 
rotational speed as well as the process 
time shall be recorded for each retort 
load processed. Alternatively, a record­
ing tachometer may be used to provide 
a continuous record of the speed. A 
means of preventing unauthorized speed 
changes shall be provided.

(6) Air supply and controls. Means 
shall be provided for introducing com­
pressed air at the proper pressure and 
rate. The proper pressure shall be con­
trolled by an automatic pressure control 
unit. A check valve shall be provided in 
the air supply line to prevent water from 
entering the system.

(7) Critical factors. The minimum  
headspace of containers in each retort 
load to be processed, if specified in the 
scheduled process, shall be measured and 
recorded at intervals of sufficient fre­
quency to ensure that the headspace is 
as specified in the scheduled process. The 
headspace of solder-tipped, lap seam 
(vent hole) cans may be measured by net 
weight determinations. Where the prod­
uct consistency is specified in the sched­
uled process the consistency of "the prod­
uct shall be determined by objective 
measurements on the product taken 
from the filler before processing and 
recorded a t intervals of sufficient fre­
quency to ensure that the consistency is 
as specified in the scheduled process.. 
Minimum closing machine vacuum (in 
vacuum-packed products), maximum 
drained weight, minimum net weight, 
and percent solids shall be as specified 
m the scheduled process for all products 
where deviations from such-specifications 
may affect the scheduled process. Meas­
urements of these critical factors shall 
be made and recorded at intervals of suf­
ficient frequency to ensure that they Tire 
as specified in the scheduled process. All 
measurements and recordings of critical 
factors should be made at intervals not 
to exceed 15 minutes.

(f) Equipment and procedures for 
pressure processing in steam in hydro­
static retorts—(1) Indicating mercury- 
tn-glass thermometer. Each retort shall 
be equipped with a t least one mercury- 
m-glass thermometer that has a temper- 
ature range of not more than 100“ P in 
jne processing range on a scale at least 
' in°hes in length. The scale divisions

shall be no more than 2* F. Thermom­
eters shall be tested for accuracy 
against a known accurate standard ther­
mometer upon installation and at least 
once a year thereafter or more frequently 
as may be necessary to ensure their ac­
curacy. The thermometer shall be located 
in the steam dome near the steam-water 
interface. Where the scheduled process 
specifies maintenance of particular tem­
peratures in the hydrostatic water legs, 
a mercury-in-glass thermometer shall be 
located in each hydrostatic water leg in a 
position near the bottom automatic re­
corder so that it can be accurately and 
easily read. A thermometer that has a 
divided mercury column or that deviates 
more than 1° P from the standard shall 
be repaired or replaced. The mercury 
thermometer—not the recorder chart— 
shall be the reference instrument for in­
dicating the processing temperature.

(2) Temperature recording device. 
There shall be an accurate temperature 
recording device for each retort adjusted 
to agree within 1° P of the known accu­
rate mercury-in-glass thermometer. A 
means of preventing unauthorized 
changes in adjustment shall be provided. 
The chart graduations shall not exceed 
2° P  within a range of 10° P  of the 
processing temperature. Each chart shall 
have a working scale of not more than 
50° P  per in. within a range of 20° F  of 
the processing temperature. This re­
corder may be combined with the steam 
controller and may be a recording-con- 
trolling instrument. The temperature re­
corder bulb shall be installed either 
within the" steam dome or in a well a t­
tached to the dome. Temperature re­
corder bulb wells shall have a %6-inch 
or large bleeder opening emitting steam 
continuously during the entire processing 
period. Additional temperature recorder 
bulbs shall be installed in the hydro­
static water legs if the scheduled process 
specifies maintenance of particular tem­
peratures in the hydrostatic water legs.

(3) Recording of temperatures. Tem­
peratures indicated by the mercury-in­
glass thermometer or thermometers shall 
be entered on a suitable form during 
processing operations. Temperatures 
shall be recorded by an accurate auto­
matic recorder or recorders a t the follow­
ing points:

(i) m  the steam chamber between the
steam-water interface and the lowest 
container position.

(ii) Near the top and the bottom of 
each hydrostatic water leg if the sched­
uled process specifies maintenance of 
particular temperatures in the legs.

(4) Vesting. Before the start of proc­
essing operations, the retort steam 
chamber or chambers shall be vented to 
ensure removal of air.

(5) Bleeders. Bleeder openings }4- 
inch or larger shall be located at the end 
of the steam chamber or chambers op­
posite from the point of steam entry. 
Bleeders shall be wide open and shall 
emit steam continuously during the en­
tire process, including the coming-up­
time. All bleeders shall be arranged in 
such a way that the operator can ob­
serve that they are functioning properly.

(6) Retort speed. The speed of the 
container conveyor chain shall be speci­
fied in the scheduled process and shall 
be determined and recorded at the start 
of processing and at intervals of sufficient 
frequency to ensure that the retort speed 
is maintained as specified. The speed 
should be determined and recorded every 
4 hours. An automatic device should be 
used to stop the chain when the tempera­
ture drops below that specified in the 
scheduled process. A means of prevent­
ing unauthorized speed changes shall be 
provided.

(7) Critical factors, (i) Where maxi­
mum drained weight is specified in the 
scheduled process, it shall be measured 
and recorded a t intervals of sufficient 
frequèncy to ensure that the weight of 
the product does not exceed the maxi­
mum for the given container size speci­
fied in the scheduled process.

(ii) Minimum closing machine vacuum 
(in vacuum-packed products) shall be 
observed and recorded at intervals of suf­
ficient frequency to ensure that the 
vacuum is as specified in the scheduled 
process.

(iii) Such measurements and record­
ings should be made a t  intervals not to 
exceed 15 minutes.

(g) Aseptic processing and packaging 
systems — (1) Product sterilizer— (i) 
Equipment—(a) Temperature indicating 
device, Each product sterilizer shall be 
equipped with at least one mercury-in­
glass thermometer that has a tempera­
ture range of not more than 100° F  in 
ttie processing range on a scale a t least 7 
inches in length, or an equivalent tem­
perature indicating device, such as a 
thermocouple-recorder. The scale divi­
sions or chart graduations of the temper­
ature indicating device shall be no more 
than 2° P within the range of 10° P 
of the product sterilization operating 
range. The device shall be installed in 
the product at the holding tube outlet 
between the holding tube and the inlet 
to the cooler. The temperature indicat­
ing device shall be tested for accuracy 
against a known accurate standard 
thermometer, upon installation and at 
least once a year thereafter or more 
frequently as may be necessary to ensure 
its accuracy. The device shall be installed 
so th a t it can be accurately and easily 
read. A thermometer that has a divided 
mercury column or a device that deviates 
more than 1° F  from the standard shall 
be repaired or replaced. The temperature 
indicating device shall be the reference 
instrument for indicating the processing 
temperature.

(b) Temperature recording device. 
There shall be an accurate temperature 
recording device on each product pre­
sterilizer. The temperature sensor shall 
be located in the presterilized product 
at the holding tube outlet between the 
holding tube and the inlet of the cooler. 
The recording device shall be adjusted to 
agree with a known accurate standard 
mercury-in-glass thermometer. A means 
of preventing unauthorized changes in 
adjustment shall be provided. The ie- 
cording device shall not deviate more 
than 1° P  from the standard ther-» 
mometer; it shall be installed so that it
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can be accurately and easily read. The 
recording chart graduations shall not 
exceed 2* P  within a range of 10* F  of 
the desired product sterilization temper­
ature. The chart shall have a working 
scale of not more than 50* F  per inch 
within a range of 20° F  of the processing 
temperatine.

(c) Temperature recorder-controller. 
An accurate temperature recorder-con­
troller shall be located in the product 
sterilizer at the final heater outlet. It 
shall be capable of assuring that the de­
sired product sterilization temperature 
is maintained. The chart graduations 
shall not exceed 2° F within a range of 
10* F of the desired product steriliza­
tion temperature.

(d) Product-to-product regenerators. 
Where a product-to-product regenerator 
is used to heat the cold unsterllized prod­
uct entering the sterilizer by means of a 
heat exchange system. I t  shall be de­
signed, operated, and controlled so that 
the pressure of the sterilized product in 
the regenerator is greater than the pres­
sure of any unsterilized product in the 
regenerator to ensure that any leakage 
in the regenerator will be from the steri­
lized product into the unsterilized 
product.

(e) Differential pressure recorder-con­
troller. Where a product-to-product re­
generator is used, there shall be an ac­
curate differential pressure recorder- 
controller installed on the regenerator. 
The scale divisions shall not exceed 2 
pounds per square inch on a working 
scale of not more than 20 pounds per 
square inch per inch. The controller shall 
be tested for accuracy against a known 
accurate standard pressure indicator, 
upon installation and at least once every 
3 months of operation thereafter or more 
frequently as may be necessary to ensure 
its accuracy. One pressure sensor shall 
be installed at the sterilized product re­
generator outlet, and the other pressure 
sensor shall be installed at the unsteri­
lized product regenerator inlet.

(/) Metering pump. A metering pump 
shall be located upstream from the hold­
ing tube and shall be operated to main­
tain the required rate of product flow. A 
means of preventing unauthorized speed 
changes shall be provided.

(iir) Product holding tube. The prod­
uct sterilizing holding tube shall be de­
signed to give continuous holding of 
every particle of food for at least the 
minim um  holding time specified in the 
scheduled process. The holding tube 
shall be designed so that no portion be­
tween the product inlet and the product 
outlet can be heated, and it shall be 
sloped upward at least 0.25 inch per foot.

(ii) Operation—(a) Startup. Prior to 
the start of aseptic processing operations, 
the product sterilizer shall be brought to 
a condition of commercial sterility.

(b) Temperature drop in product ster­
ilizing holding tube. When product tem­
perature in the holding tube drops be­
low the temperature specified in the 
scheduled process, the product holding 
tube and any further system portions 
affected shall be returned to a condition 
of commercial sterility before flow is re­
sumed to the filler.

(c) Loss of proper pressures in the re­
generator. Where a regenerator is used 
the product may lose sterility whenever 
the pressure of sterilized product in the 
regenerator is less than 1 lb. per square 
in. greater than the pressure of unsteri­
lized product in the regenerator. Product 
flow to the filler shall not be resumed 
until the cause of the improper pressure 
relationships in the regenerator has been 
corrected and the affected system (s) has 
been returned to a condition of commer­
cial sterility. s

(d) Records. Readings at the follow­
ing points shall be observed and recorded 
at the start of aseptic packaging operas 
tions and at intervals of sufficient fre­
quency to ensure that these values are 
as specified in the scheduled process: 
Temperature indicating device in hold­
ing tube outlet; temperature recorder in 
holding tube outlet; temperature record­
er-controller a t final heater outlet; dif­
ferential pressure recorder-controller, if 
a product-to-product regenerator is 
used; and product flow rate as estab­
lished by the meering pump or as deter­
mined by filling and closing rates. Such 
measurements and recordings should be 
made at intervals not to exceed 1 hour.

(2) Container sterilizing, filling, and 
closing operation—(i) Equipment—(a) 
Recording device. The container and 
closure sterilization system and product 
filling and closing system shall be in­
strumented to show that commercial 
sterility is being achieved. Automatic re­
cording devices shall be used to record, 
where applicable, the sterilization media 
flow rates and/or temperatures. Where 
a batch system is used for container ster­
ilization, the sterilization conditions shall 
be recorded.

(b) Timing méthodes). A method(s) 
shall be used either to give the reten­
tion time of containers, and closures if 
applicable, in the sterilizing environ­
ment as specified in the scheduled proc­
ess, or to control the sterilization cycle 
at the rate as specified in the scheduled 
process. A means of preventing unau­
thorized speed changes shall be provided.

(ii) Operation—(a) Startup. Prior to 
the start of packaging operations, both 
the container and closure sterilizing 
system and the product filling and clos­
ing system shall be brought to a condi­
tion of commercial sterility.

(b) Loss of sterility. In  the event of 
loss of sterility, the system(s) shall be 
returned to a condition of commercial 
sterility before resuming packaging op­
erations.

(c) Records. Observations and meas­
urements of operating conditions shall 
be made and recorded at intervals of 
sufficient frequency to ensure that com­
mercial sterility of the food product is 
being achieved ; such measurements 
shall include the sterilization media flow 
rates and/or temperatures, the container 
and closure rates (if applicable) through 
the sterilizing system, and the steriliza­
tion conditions if a batch system is 
used for container sterilization. The 
measurements and recordings should be 
made a t ifitervals not to exceed 1 hour.

(3) Incubation. Incubation tests shall 
be conducted on a representative sample

of containers of product from each code; 
records of the tests shall be maintained.

(h) Equipment and procedures for 
flame sterilizers. The container conveyor 
speed shall be specified in the scheduled 
process. The container conveyor speed 
shall be measured and recorded at the 
start of operations and at intervals of 
sufficient frequency to ensure that the 
conveyor speed is *as specified in the 
scheduled process. Such measurements 
and recordings should be done at 1-hour 
intervals. Alternatively, a recording 
tachometer may be used to provide a 
continuous record of the speed. A means 
of preventing unauthorized speed 
changes on the conveyor shall be pro­
vided. The surface temperature of at 
least one container from each conveyor 
channel shall be measured and recorded 
at the end of the holding period at in­
tervals of sufficient frequency to ensure 
that the temperatures specified in the 
scheduled process are maintained. Such 
measurements and recordings should be 
done at intervals not to exceed 15 
minutes.

(i) New systems. The development of 
new systems for the thermal processing 
of low-acid foods in hermetically sealed 
containers shall conform to the appli­
cable requirements of this part and shall 
ensure that the methods and controls 
used for the manufacture, processing, 
and/or packing of such foods are oper­
ated or administered in a manner ade­
quate to achieve commercial sterility.
Subpart D— Control of Components, Food

Product Containers, Closures, and In-
Process Materials

§ 113.60 Containers.
(a) Closures. Regular observations 

shall be maintained during production 
runs for gross closure defects. Any such 
defects shall be recorded, and corrective 
action shall be taken and recorded. At 
intervals of sufficient frequency to ensure 
proper closure, the operator, closure su­
pervisor, or other qualified container 
closure inspection person shall visually 
examine either the top seam of a can 
randomly selected from each seaming 
head or the closure of any other type of 
container being used, and shall record 
his observations. Such measurements 
and recordings shoud be made at inter­
vals not to exceed 30 minutes. Additional 
visual closure inspections shall be made 
immediately following a jam in a closure 
machine, after closing machine adjust­
ment, or after startup of a machine fol­
lowing a prolonged shutdown. All perti­
nent observations shall be recorded. 
Where irregularities are found, the cor­
rective action shall be recorded.

(1) Teardown examinations for dou­
ble seam cans shall be performed by a 
qualified individual and the results 
therefrom shall be recorded at intervals 
of sufficient frequency on enough con­
tainers from each seaming station to 
ensure maintenance of seam integrity. 
Such examinations and recordings 
should be made at intervals not to ex­
ceed 4 hours. The results of the teardown 
examinations shall be recorded and the 
corrective action taken, if any, shall be 
noted.
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(i) Required and optional can seam 

measurements:
(a) Micrometer measurement system:

Required 
Cover hook.
Body hook.
Width (length, 

height).
Tightness (observa­

tion for wrinkle).

Optional
Overlap (by calcula­

tion) .
Countersink.

Thickness.

(b) Seam scope or projector»
Required 

Body hook.

Overlap.
Tightness (observa­

tion for wrinkle).

Optional 
Width (length, 

height). 
Cover hook. 
Countersink. 
Thickness.

(c) Can double seam terminology:

(ii) Two measurements at different lo­
cations, excluding the side seam, shall 
be made for each double seam character­
istic if a seam scope or seam projector 
is used. When a micrometer is used, three 
measurements shall be made a t points 
approximately 120° apart, excluding the 
side seam.

(iii) Overlap length can be calculated 
by the following formula:
The theoretical overlap length =  a 

CH+BH+T—W
where

CH= cover hook 
BH=body hook 
T=cover thickness, and 
W=seam width (height, length)
(2) For closures other than double 

seams, appropriate detailed inspections 
and tests shall be conducted by qualified, 
personnel at intervals of sufficient fre­
quency to ensure proper closing machine 
performance and consistently reliable 
hermetic seal production. Records of 
such tests shall be maintained.

(b) Cooling. Container cooling water 
should be chlorinated as necessary by 
the processor so that there is a measur­
able free chlorine residual at the water 
discharge point of the container cooler. 
Other safe chemical or physical treat­
ment which is equivalent to chlorination 
in its bactericidal effect may be used. 
Where pressure cooling is utilized, ade­
quate pressure should be maintained for 
a . time sufficient to prevent permanent 
distortion of the container.

(c) Coding. Each hermetically sealed 
container of low-acid processed food 
shall be marked with an identifying code 
which shall be permanently visible to 
the naked eye. Where the container does 
not permit the code to be embossed or 
inked, the label may be legibly perforated 
or otherwise marked, provided that the 
label is securely affixed to the product 
container. The required identification 
shall identify in code the establishment

where packed, the product contained 
therein, the year packed, the day packed, 
and the period during which packed. The 
packing period code shall be changed 
with sufficient frequency to enable ready 
identification of lots during their sale 
and distribution. Codes may be changed 
on the basis of one of the following: In ­
tervals of every 4 to 5 hours; personnel 
shift changes; or batches, provided the 
containers comprising such batch do not 
extend over a period of more than one 
personnel shift.

(d) Postprocess handling. Where cans 
are handled on belt conveyors, such con­
veyors should be so constructed as to 
minimize contact by the belt with the 
double seam, i.e., cans should not be 
rolled on the double seam. All worn and 
frayed belting, can retarders, cushions, 
etc. should be replaced with new non- 
porous material. All tracks and belts 
which come into contact with the can 
seams should be thoroughly scrubbed and 
sanitized at intervals of sufficient fre­
quency to avoid product contamination. 
Automatic equipment used in handling 
filled containers should be so designed 
and operated in such a manner as to 
preserve the can seam or other container 
closure integrity.

Subpart E—-Production and Process 
Controls

§ 1 1 3 .8 1  Product preparation.
(a) Incoming raw materials, ingredi­

ents, and packaging components- should 
be inspected upon receipt to ensure that 
they are suitable for processing. Raw ma­
terials should be received in an area sep­
arate from the processing areas. Prior to 
being placed in inventory, ingredients 
susceptible to microbiological contami­
nation which would render them unsuit­
able for processing either should be ex­
amined for microbiological condition or 
should be received under a supplier’s 
guarantee that they are of a  microbio­
logical condition suitable for use in proc­
essing low-acids foods. Products should 
be held prior to processing in such a 
manner as to minimize growth of micro­
organisms.

<b) Blanching by heat, when required 
in the preparation of food for canning, 
should be effected by heating the food to 
the required temperature, holding it at 
this temperature for the required time, 
and then either rapidly cooling the food 
or passing it to subsequent processing 
without dfilay. Thermophilic growth and 
contamination in blanchers should be 
minimized by the use of adequate operat­
ing temperatures and by cleaning. Where 
the blanched food product is washed 
prior to filling, potable water should be 
used.

(c) The filling of containers, either 
mechanically or by hand, shall be con­
trolled so as to ensure that the filling re­
quirements specified in the scheduled 
process are met.

(d) The exhausting of containers for 
the removal of air shall be controlled so 
as to meet the conditions for which the 
process,was designed. This may be done 
by heat exhausting, mechanical exhaust­
ing, hot brining, or steam injection.

(e) When normally low-acid fruits, 
vegetables, or vegetable products re­
quire sufficient acidification to permit 
safe processing a t low temperatures, such 
as-in boiling water, there shall be careful 
supervision to ensure that the equilib­
rium pH of the finished product meets 
that of the scheduled process.
§ 113.83 Establishing scheduled proc­

esses.
Scheduled processes for low-acid foods 

shall be established by qualified persons 
having expert knowledge of thermal 
processing requirements for low-acid 
foods in hermetically sealed containers 
and having adequate facilities for mak­
ing such determinations. The type, range, 
and combination of variations encoun­
tered in commercial production shall be 
adequately provided for in establishing 
the scheduled process. Critical factors 
which may affect the scheduled process 
(è.g., minimum headspace, consistency, 
maximum drained weight, etc.) shall be 
specified in the scheduled process. Ac­
ceptable scientific methods of establish­
ing heat sterilization processes shall in­
clude, where necessary, but not be lim­
ited to microbial thermal death time 
data, process calculations based on prod­
uct heat penetration data, inoculated 
packs, and incubation tests. Product heat 
penetration data may be mathematically 
converted in calculating processes for 
different container sizes and thermal 
processing temperatures. If incubation 
tests are necessary, they shall include 
containers from test trials and from ac­
tual commercial production runs during 
the period of instituting the process. The 
incubation tests for establishing sched­
uled processes should include the con­
tainers from the test trials and a number 
of containers from each of four or more 
actual commercial production runs. The 
number of containers from actual com­
mercial production runs should be de­
termined on the basis of recognized sci­
entific methods to be of a size sufficient to 
ensure the adequacy of the process. Com­
plete records covering all aspects of the 
establishment of the process and asso­
ciated incubation tests shall be prepared 
and shall be permanently retained by the 
person or organization making the 
determifiation.
§ 113.87 Operations in the thermal 

processing room.
(a) Scheduled processes and venting 

procedures to be used for each product 
and container size being packed shall 
either be posted in a conspicuous place 
near the processing equipment or shall 
be made readily available to the retort 
or processing system operator and any 
duly authorized employee of the Food 
and Drug Administration.

(b) All retort baskets, trucks, cars, or 
crates containing unretqrted food prod­
uct, or some pf the containers on the 
top of each basket, shall be plainly and 
conspicuously marked with a heat sen­
sitive indicator, or by other effective 
means, which will visually indicate to 
thermal processing personnel whether or 
not each such unit has been retorted.
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(c) The initial temperature of the con-? 

tents of the containers to be processed 
shall be determined and recorded with 
sufficient frequency to ensure that the 
temperature of the product is no lower 
than the minimum initial temperature 
specified in the scheduled process.

(d) Timing devices used in recording 
thermal process time information shall 
be accurate to the extent needed to en­
sure that the processing time specified 
in the scheduled process is achieved. 
Pocket or wrist watches shall not be con­
sidered satisfactory for timing purposes.

(e) For continuous agitating retorts, 
the condensate bleeder shall be checked 
with sufficient frequency to ensure ade­
quate removal of condensate. A record 
shall be kept to show how it is 
functioning.
§ 113.89 Deviations in processing.

Whenever any process is less than the 
scheduled process for any low-acid food 
or container system as disclosed from 
records, by processor check, or otherwise, 
the commercial processor of such low- 
acid food shall either fully reprocess that 
portion of the production involved, keep­
ing full records of the reprocessing con­
ditions or, alternatively, shall set aside 
that portion of the production involved 
for further evaluation as to any potèntial 
public health significance. Such evalua­
tion shall be made by a competent proc­
essing authority and shall be in accord­
ance with procedures recognized by 
competent processing authorities as be­
ing adequate to detect any potential 
hazard to public health; Unless such 
evaluation demonstrates that the product 
had been given a thermal process that 
rendered it free of microorganisms of 
potential public health significance, the 
product set aside either shall be fully re­
processed to render it commercially ster­
ile or it shall be destroyed. A record shall 
be made of the evaluation procedures 
used and the results. Either upon comple­
tion  of full reprocessing and the attain­
ment of commercial sterility or after the 
determination that no significant poten­
tial for public health hazard exists, that 
portion of the production involved may 
be shipped in normal distribution. Other­
wise, the portion of the production in­
volved shall be destroyed.

Subpart F— Records and Reports 
§ 113.100 Records.

(a) Processing and production infor­
mation shall be entered by the retort or 
processing system operator, or other des­
ignated person, on forms which shall in­
clude the product, the code number, the 
retort or processing system number, the 
size of container, the approximate num­
ber of containers per coding interval, the 
minimum initial temperature, the actual 
processing time and temperature, the 
mercury-in-glass and recording ther­
mometer readings, and other appropriate 
processing data. Closing machine vac­
uum (in vacuum-packëd products), 
maximum drained weight, or other criti­
cal factors specified in the scheduled 
process shall also be recorded. In addi­

tion, the following records shall be 
maintained:

(1) Still retorts. Time steam on; time 
temperature up to processing tempera­
ture; time steam off ; venting time and/or 
temperature to which vented (as appli­
cable).

(2) Agitating retorts. Functioning of 
condensate bleeder; retort speed; and, 
where specified in the scheduled proc­
ess, headspace, consistency, maximum 
drained weight, minimum net weight, 
and percent solids.

(3) Hydrostatic retorts. The tempera- 
time in the steam chamber between the 
steam-water interface and the lowest 
container position; speed of the contain­
er conveyor chain; and, where the sched­
uled process specifies maintenance of 
particular temperatures hi the hydro­
static water legs, the temperatures near 
the top and the bottom of each hydro­
static water leg.

(4) Aseptic processing and packaging 
systems. Product temperature in the 
holding tube outlet as indicated by the 
temperature indicating device and the 
temperature recorder; product tempera­
ture in the final heater outlet as indi­
cated by the temperature recorder- 
controller; differential pressure as indi­
cated by the differential pressure record­
er-controller, if a product-to-product 
regenerator is used; product flow rate, as 
determined by the metering pump or-by 
filling and closing rates; sterilization 
media flow rate and/or temperature; re­
tention time of containers, and closures 
where applicable, in the sterilizing equip­
ment; and, where a batch system is used 
for container and/or closure sterilization, 
sterilization cycle times and tempera­
tures.

(5) Flame sterilizers. Container con­
veyor speed; surface temperature at the 
end of the holding period; nature of con­
tainer.

(b) Recording thermometer charts 
shall be identified by date, and other 
data as necessary, so they can be corre­
lated with the written record of lots 
processed. Each entry on the record shall 
be made by the retort or processing sys­
tem operator, or other designated per­
son, a t the time the specific retort or 
processing system condition or opera­
tion occurs, and the retort or processing 
system operator or such designated per­
son shall sign or initial each record 
form. Not later than 1 working day after 
the actual process, and prior tcf shipment 
or release for distribution, a representa­
tive of plant management who is qual­
ified by 'suitable training or experience 
shall review all processing and produc­
tion records for completeness and to 
ensure that the- product received the 
scheduled process. The records, includ­
ing the recording thermometer chart (s), 
shall be signed or initialed by the per­
son conducting the review.

(c) Written records of all container 
closure examinations shall specify the 
product code, the date and time of con­
tainer closure inspections, the measure­
ments obtained, and all corrective actions 
taken. Records shall be signed or ini­

tialed by the container closure inspector 
and shall be reviewed by management 
with sufficient frequency to assure that 
the containers are hermetically sealed.

(d) Copies of all records provided for 
in this part except those required under 
§ 113.83 establishing scheduled processes, 
shall be retained at the processing plant 
for a period of not less than one year, and 
a t the processing plant or other reason­
ably accessible location for an additional 
two years. If during the first year of the 
three-year recbrd retention period the 
processing plant is closed for a prolonged 
period between seasonal packs, the rec­
ords may be transferred to some other 
reasonably accessible location at the end 
of the seasonal pack.

PART 118— CACAO PRODUCTS AND 
CONFECTIONERY 

Subpart A—General Provisions
Sec.
118.1 Current good manufacturing prac­

tice.
118.3 Definitions.

Subpart B— Buildings and Facilities
118.20 Plants and grounds.
118.35 Sanitation facilities.
118.37 Sanitary operations.

Subpart C— Equipment
118.40 Equipment and procedures.

Subpart D— [Reserved]
Subpart E— Production and Process Controls

118.80 Processes and controls.
Subpart F—-Records and Reports 

118.100 Records.
Authority: Secs. 402(a)(4), 409, 701(a), 

52 Stat. 1046, 1055, 72 Stat. 1785-1788 (21 
U.S.C. 342 (a) (4), 348, 371 (a) ).

Subpart A— General Provisions
§ 118.1 Current good manufacturing 

practice.
(a) The criteria and definitions in 

Part 110 of this chapter shall apply in 
determining whether the facilities, 
methods, practices, and controls used 
for the manufacture, processing, pack­
ing, or holding of cacao products and 
confectionery are in conformance with 
and are operated or administered in con­
formity with good manufacturing prac­
tices to produce, under sanitary condi­
tions, food for human consumption.

(b) The criteria in §§ 118.20, 118.35, 
118.37, 118.40, 118.80, and 118.100 set 
forth additional standards to be applied 
in evaluating the methods and proce­
dures used in the manufacture, process­
ing, packaging, packing, or holding of 
cacao products and confectionery.

(c) Pertinent criteria from Part 110 of 
this chapter have been incorporated into 
§§ 118.20, 1Î 8.35, 118.37, 118.40, 118.80, 
and 118.100 to emphasize critical control 
points in the manufacture, processing, 
packaging, packing, or holding of cacao 
products and confectionery.
§ 118.3 Definitions.

For the purposes of this part, the fol­
lowing definitions apply:

(a) “Cacao products” means any form 
of chocolate, chocolate product, cocoa, or
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cocoa product. Such foods Include but 
are not limited to cacao nibs, sweet choc­
olate, milk chocolate, other foods stand­
ardized by Part 163 of this chapter, and 
chocolate sirup. They do not include the 
raw cacao bean, extracts, flavoring de­
rived from such extracts, and chocolate- 
or cocoa-flavored foods.

(b) “Confectionery” means candy and 
other food products made with sweet­
eners, and frequently prepared with col­
orings, flavorings, milk products, cacao 
products, nuts, fruits, starches, and other 
materials. Such foods include but are not 
limited to frostings, toppings, and cake 
decorations. They do not include chew­
ing gum, sauces, sirups, jellies, jams, pre­
serves, cakes, or cookies.

(c) , “Lot” means a collection of pri­
mary containers or units of the same 
size, type and style, containing finished 
product produced under Conditions as 
nearly uniform as possible, designated 
by a common container code or mark­
ing, and, in any event no more than a 
day’s production.

(d) “Return” means clean, wholesome 
product (s) returned to the manufacturer 
for reprocessing for reasons other than 
insanitary conditions and which is suit­
able for use as food.

(e) “Rework” means clean, wholesome 
product (a) removed from processing for 
reasons other than insanitary conditions 
and which is suitable for reprocessing 
and for use as food.

(f) “Shall” refers to mandatory re­
quirements and “should” refers to rec­
ommended or advisory procedures or 
equipment.

(g) “Waste” means product rejected 
due to adulteration that renders it un­
suitable for use as human food.

Subpart B— Buildings and Facilities 
§ 118.20 Plants and grounds.

Effective measures shall be taken to 
prevent contamination of products, raw 
materials, or packaging materials with 
microorganisms, chemicals, filth, or 
other extraneous material. This may be 
accomplished by separating the follow­
ing operations by partition, location, air 
flow, enclosed systems, or other effective 
means:

(a) Receiving.
(b) Raw material storage.
(c) Caeao bean cleaning, roasting, 

cooling, cracking, and fanning.
(d) Cacao product milling, pressing, 

mixing, refining, conching, tempering, 
and molding.

(e) Pulverizing or separating of cocoa, 
and other dusty operations.

(f) Cacao product and confectionery 
processing.

(g) Portable equipment and utensil 
cleaning and sanitizing.

(h) Packaging and packing.
(i) Finished product storage and ship­

ping.
§ 118.35 Sanitation facilities.

(a) Adequate and readily accessible 
hanjl washing and sanitizing facilities 
shall be provided in the plant for em­
ployees who may handle unprotected 
food, unprotected packaging materials,

and food-contact surfaces. Such facilities 
shall be furnished with running water at 
a suitable temperature for hand washing, 
effective hand cleaning and sanitizing 
preparations, sanitary towel service or 
suitable drying devices, and, where ap­
propriate, refuse receptacles constructed 
and maintained in a manner to prevent 
product contamination. These facilities 
should also be equipped wtih water con­
trol valves so designed and constructed 
as to prevent recontamination of clean, 
sanitized hands.

(b) Readily understandable signs di­
recting employees handling unprotected 
food, unprotected packaging materials, or 
food-contact surfaces, to wash and sani­
tize their hands before starting work, 
after each absence from post of duty, 
•and when their hands may have become 
soiled or contaminated shall be conspicu­
ously posted in the processing room(s) 
and in all other areas where employees 
may handle such materials and surfaces.

(c) Management shall maintain suffi­
cient control to ensure that employees 
handling unprotected food, unprotected 
packaging materials, or food-contact sur­
faces wash and sanitize their hands be­
fore starting work, after each absence 
from post of duty, and when their hands 
may have become soiled or contaminated.
§ 1 1 8 .3 7  Sanitary operations.

(a) Cleaning and sanitizing of utensils 
and equipment shall be carried out in 
such a manner as to prevent raw mate­
rial, packaging material, or product 
contamination.

(b) Food-contact surfaces of equip­
ment used for processing or holding low 
moisture raw materials or products such 
as chocolate, fats and oils, liquid nutritive 
sweeteners, peanut butter, and similar 
materials which are not conducive to 
microbial growth shall be maintained in 
a sanitary condition. When wet cleaning 
of such equipment may cause conditions 
conducive to microbial growth, other ap­
propriate cleaning methods shall be uti­
lized to prevent product contamination.

(c) Poisonous or dangerous cleaning 
compounds, sanitizing agents, and pes­
ticide chemicals shall be applied, stored, 
and held in such a manner as to prevent 
food or packaging material contamina­
tion. These materials shall be identi­
fied and used only in such manner and 
under such conditions as will be safe for 
their intended use. Any applicable reg­
ulations promulgated by the Environ­
mental Protection Agency for the appli­
cation, use, or holding of such material 
shall be followed.

Subpart C— Equipment 
§ 118.40 Equipment and procedures.

(a) Food-contact surfaces shall be cor­
rosion-free and made of nontoxic mate­
rial that will not crack or disintegrate 
in normal operation and will withstand 
the environment of its intended* use and 
the action of food ingredients, cleaning 
compounds, and sanitizing agents. All 
food-contact surfaces shall be main­
tained to prevent product contamination 
and shall be in compliance with section 
409 of the act (21 U.S.C. 348) as it per­
tains to indirect food additives.

(b) Seams on food-contact surfaces 
shall be smoothly bonded or maintained 
so as to prevent microbiological contam­
ination in places where dirt or organic 
material might accumulate.

(c) Nonfood-contact surfaces of equip­
ment shall be so constructed that they 
can be kept in a clean condition.

(d) Regulating and/or recording con­
trols, thermometers, other temperature 
measuring devices, and temperature re­
cording devices on equipment used to 
pasteurize raw materials or products 
shall be accurate and effective for their 
designated uses. The accuracy of temper­
ature controlling, measuring, and re­
cording devices on equipment used to 
control or prevent undesirable microbial 
growth in raw materials or finished 
products shall be within ±2° F.

(e) Each freezer and cold storage com­
partment used for storing or holding raw 
materials or products capable of support­
ing growth of microorganisms shall be 
fitted with an indicating thermometer, 
temperature measuring device, or tem­
perature recording device so installed as 
to show accurately the temperature 
within the compartment, and should be 
fitted with an automatic control for reg­
ulating temperature or an automatic 
alarm system to indicate a significant 
temperature change in a manual opera­
tion.

(f) Cooling tunnels on processing lines 
shall have access doors or other provi­
sions to permit cleaning of the interior.

Subpart D— [Reserved]
Subpart E— Production and Process 

Controls
§ 118.80 Processes and controls.

The manufacturer shall employ ap­
propriate quality control procedures and 
treatments to ensure that raw materials 
and finished products are wholesome and 
fit for food, that packaging materials are 
safe and suitable and that all of the 
foregoing materials are otherwise in com­
pliance with the Federal Food, Drug, and 
Cosmetic Act.

(a) . Handling of raw materials. (IV 
Milk and milk products shall have been 
pasteurized before use, and egg products 
shall have been pasteurized or otherwise 
treated to destroy viable Salmonella mi­
croorganisms before use, or these mate­
rials (i.e., milk, milk products and egg 
products) shall be pasteurized or other­
wise treated during processing operations 
to destroy pathogenic microorganisms. 
The manufacturer shall ensure that gela­
tin, dried coconut, nuts, and other raw 
materials susceptible to contamination 
by pathogenic microorganisms are free of 
such microorganisms before these mate­
rials are incorporated into finished prod­
ucts unless these materials are pasteur­
ized or otherwise treated before or during 
processing operations to destroy path­
ogenic microorganisms. Compliance with 
this requirement may be accomplished by 
purchasing these materials under a sup­
plier’s guarantee or certification, or veri­
fied by analyzing these materials for 
pathogenic microorganisms.

(2) The manufacturer shall ensure 
that peanuts, Brazil nuts, pistachio nuts,
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filberts, walnuts, almonds, pecans, com 
meal, and other raw materials susceptible 
to aflatoxin contamination comply with 
current Food and Drug Administration 
regulations, guidelines, and action levels 
for poisonous or deleterious substances 
before these materials are incorporated 
into finished products. Compliance with 
this requirement may be accomplished by 
purchasing these materials under a sup­
plier’s guarantee or certification, or veri­
fied by analyzing these materials for 
afiatoxins.

(3) The manufacturer shall ensure 
that nuts, raisins, cacao beans, spices, re­
work, return, and other raw materials 
susceptible to infestation or contamina­
tion by animals, birds, vermin, microor­
ganisms, or extraneous material comply 
with current Food and Drug Administrar 
tion regulations, guidelines, and action 
levels for natural or unavoidable defects 
before these materials are incorporated 
into finished products. Compliance with 
this requirement may be verified by ex­
amining these materials for infestation 
and contamination.

(b) Storing and holding of raw mate- 
rials. Raw materials shall be held in con­
tainers so designed and constructed as to 
prevent raw material contamination. 
Raw materials and packaging materials 
shall be held a t such temperature and 
relative humidity and in such a manner 
as to prevent their adulteration due to 
contamination or decomposition.

(1) Materials capable of supporting 
growth of pathogenic microorganisms 
shall be stored a t a temperature below 
40° F  or above 140° F, except for such 
period of time actually required for the 
processing Involved and which does not 
affect the wholesomeness of the raw ma­
terials.

(2) Frozen materials shall be kept 
frozen and should be stored a t a tem­
perature of 0° F or below.

(3) Liquid sugars shall be held in such 
a manner as to prevent microbial growth 
or any other direct or indirect contami­
nation. Storage tanks for liquid sugars 
shall have filtered air-intake vents.

(4) Liquid mixtures containing egg 
products or other perishable materials 
and capable of supporting growth of 
pathogenic microorganisms shall be held 
in such a manner as to preclude the 
growth of these microorganisms or shall 
be processed in such a manner as to de­
stroy these microorganisms. This may be 
accomplished by:

(i) Maintaining the mixtures at a 
temperature below 40° F after removal 
from storage and disposing of the unused, 
portion at least every 12 hours during 
operations and at the end of the day’s 
operation; or

<ii) Maintaining the mixture at a tem­
perature below 50° F after removal from 
storage and disposing of the unused 
portion at least every 4 hours during 
operations and at the end of the day’s 
operation; or

(iii) Pasteurizing or otherwise treat­
ing the mixtures during processing op­
erations to destroy pathogenic microor­
ganisms.

(c) Processing operations. Cl) Frozen
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egg products shall be defrosted in a sani­
tary manner and by such methods that 
their wholesomeness is not adversely af­
fected. This may be accomplished by de­
frosting a t a temperature of 40° F  or be­
low, or by defrosting a t a temperature 
above 40° F  for a period of time not ex­
ceeding 24 hours: Provided, That the 
temperature in any part of the defrosted 
liquid dops not exceed 50° F.

(2) Processes intended to pasteurize 
or otherwise treat materials to destroy 
pathogenic microorganisms shall be sci­
entifically determined to be adequate 
under the conditions of manufacture for 
a given product to ensure destruction of 
such microorganisms.

<3) Rework and return shall be con­
sidered as raw materials. They shall be 
held In properly identified containers in 
a  manner to prevent product contami­
nation.

(4) Waste shall not contribute to di­
rect or indirect product contamination. 
This may be accomplished by holding 
the waste in properly identified con­
tainers and removing it from the proc­
essing area daily.

(5) Effective measures shall be taken 
to prevent cross contamination between 
raw materials and finished products or 
between refuse and these materials. 
When any of these materials are unpro­
tected they shall not be handled simul­
taneously in a receiving, loading, or 
shipping area. Raw materials and prod­
ucts transported by conveyor shall be 
protected against contamination from 
extraneous material.

(6) Equipment, containers, and uten­
sils used to convey, process, hold or 
store raw materials or products shall be 
handled during processing or storage in 
such a  manner as to prevent raw ma­
terial or product contamination.

(7) Effective measures shall be taken 
to prevent the inclusion of metal or 
other extraneous material in finished 
products. This may be accomplished by 
using suitable equipment such as sieves, 
magnets, electronic metal detectors, or 
by other effective means.

(8) Effective measures shall be taken 
to remove extraneous material from 
molding starch before it is reused In 
molding operations. This may be accom­
plished by passing the starch through a 
sieve and a metal trap or by otherwise 
treating it to remove extraneous ma­
terial.

(9) The cooling and winnowing of 
roasted cacao beans and the processing 
and storage of cocoa nibs shall be carried 
out in such a manner as to prevent prod­
uct contamination.

(10) Cacao bean shell, dust, and other 
residue particles resulting from crack­
ing operations shall be handled and held 
in such a manner as to prevent product 
contamination^

(11) Adulterated materials shall be 
disposed of in such a manner as to pre­
vent raw material, rework, return, or fin­
ished product contamination, or shall be 
reconditioned, if feasible, and then re- 
examined and found to be wholesome 
before being incorporated into finished 
products.

(d) Coding. Permanently legible code 
marks shall be placed a t a readily visible 
location on each shipping container or 
they shall be placed on each finished 
product package delivered or displayed 
to retail purchasers and be visible on the 
unopened package. The code marks may 
be placed in both locations if desired by 
the manufacturer. Such marks shall 
identify a t least the plant where packed 
and the product lot or packaging lot.

(e) Warehousing and distribution. 
Finished products shall be handled in 
storage, during shipment, and while be­
ing held for sale in such a manner as to 
prevent product contamination. Trans­
portation equipment, warehouses, and 
other facilities used for storing, holding, 
or transporting finished products shall 
be of such design and construction as to 
prevent contamination or adulteration 
of the products. Such facilities and 
equipment shall be free of vermin or 
other objectionable conditions.

Subpart F— Records and Reports 
§ 118.100 Records.

(a) Records shall be maintained of the 
results of examinations of raw ma­
terials, packaging materials, and fin­
ished products. Suppliers’ guarantees or 
certifications that verify compliance 
with Food and Drug Administration reg­
ulations and guidelines shall be retained.

(b) Processing and production records 
covering processes intended to pasteurize 
or otherwise treat materials to destroy 
pathogenic microorganisms shall be 
maintained, and shall contain sufficient 
information to permit a public health 
evaluation of the processes.

(c) Records shall be maintained to 
Identify the initial distribution of the 
finished product to facilitate, when nec­
essary, the segregation of specific food 
lots that may have become contaminated 
or otherwise rendered unfit for their in­
tended use.

(d) The records required by para­
graphs (a), (b), and (c) of this section 
shall be retained for a period of time 
that exceeds the shelf life of the finished 
product, except that they need not be 
retained more than 2 years.

PART 122— SMOKED AND SMOKE- 
FLAVORED FISH

Subpart A—General Provisions
Sec.
122.1 Current good manufacturing prac­

tice.
122.3 Definitions.

Subpart 3—Buildings and Facilities
122.20 Plants and grounds.
122.35 Sanitary faculties.
122.37 Sanitary operations.

Subpart C— Equipment
122.40 Equipment and procedures.

Subpart D— [Reserved]
Subpart E—Production and Process Controls

122.80 Processes and controls.
Authority: Secs. 402(a)(4), 701(a), 52 

Stat. 1046, 1055 (21 U.S.G. 342(a)(4),
371(a)).
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Subpart A— Geheral Provisions

§ 122.1 Current good manufacturing 
, practice.

(a) The criteria in Part 110 of this 
chapter shall apply in determining 
whether the facilities, methods, prac­
tices, and controls used for the manu­
facture, processing, packing, or holding 
of fish and seafood products are in con­
formance with and are operated or ad­
ministered in conformity with good man­
ufacturing practice to produce, under 
sanitary conditions, food for human 
consumption.

(b) The criteria in this part set forth 
additional requirements for the hot- 
process smoked or hot-process smoke- 
flavored fish industry.
§ 122.3 Definitions.

For the purposes of this part, the fol­
lowing definitions apply:

(a) “Smoked fish” means any fish 
that is prepared by treating it with salt 
(sodium chloride) and then subjecting it 
to the direct action of smoke from burn­
ing wood, sawdust, or similar material.

(b) “Smoke-flavored fish” means any 
fish that is prepared by treating it with 
salt (sodium chloride) and then impart­
ing to it the flavor of smoke by other 
than the direct action of smoke. This 
paragraph does not alter the labeling 
requirements under § 101.22 of this 
chapter.

(c) “Loin muscle” means the longi­
tudinal quarter of the great lateral 
muscle freed from skin, scales, visible 
blood clots, bones, gills, and viscera and 
from the nonstriated part of such mus­
cle, which part »is known anatomically 
as the median superficial muscle.

(d) “Water phase salt” means the per­
cent salt (sodium chloride) in the fin­
ished product as determined by the 
method described in sections 18.009 and
18.010 of the “Official Methods of Anal­
ysis of the Association of Agricultural 
Chemists,” 10th edition, page 273 (1965), 
multiplied by 100 and divided by the per­
cent salt (sodium chloride) plus the per­
cent moisture in the finished product 
as determined by the method described 
in section 18.006 of said edition.

(e) “Hot-process smoked or hot-proc­
ess smoke-flavored fish” means the fin­
ished food prepared by subjecting forms 
of smoked fish referred to in paragraphs
(a) and (b) of this section to heat as 
prescribed in § 122.80(d).

Subpart B— Buildings and Facilities 
§ 122.20 Plants and grounds.

(a) Unloading platforms shall be:
(1) Made of readily cleanable mate­

rial.
(2) Equipped with drainage facilities 

adequate to accommodate all seepage and 
wash water.

(b) The following processes should be 
carried out in separate rooms or facili­
ties, and the interior walls separating 
these processes should extend from floor 
to ceiling and contain only necessary 
openings (such as for conveyors and 
doorways):

(1) Receiving or shipping.
(2) Storage of raw fish.
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(3) Presmoking operations (thawing, 
dressing, brining, etc.).

(4) Drying and smoking.
(c) The following processes shall be 

carried out in separate rooms or facili­
ties, and the interior walls separating 
these processes shall extend from floor to 
ceiling and contain only necessary open­
ings (such as for conveyors and door­
ways) :

(1) Cooling and packing.
(2) Storage of final product.
(d) The product shall be so processed 

as to prevent contamination by exposure 
to areas, utensils, or equipment, involved 
in earlier processing steps, refuse, or 
other objectionable areas.
§ 122.35 Sanitary facilities.

(a) Adequate hand-washing and sani­
tizing facilities shall be located in the 
processing room(s) or in one area easily 
accessible from the processing room(s).

Ob) Readily understandable signs di­
recting employees to wash and sanitize 
their hands after each absence from post 
of duty shall be conspicuously posted in 
the processing room(s) and elsewhere in 

. the plant as conditions require.
(c) Offal shall be placed in suitable 

covered containers for Removal at least 
once a day, or more frequently if neces­
sary, or shall be removed by conveyors or 
chutes. Offal, debris, or refuse from any 
source whatever shall not be allowed to 
accumulate in or about the plant.
§ 122.37 Sanitary operations.

(a) Before beginning the day’s opera­
tion, all utensils and product-contact 
surfaces of equipment to be used for the 
day’s operation shall be rinsed and 
sanitized. ->

(b) Containers used to convey or store 
fish shall not be nested while they con­
tain fish or otherwise handled during 
processing or storage in a manner con­
ducive to direct or indirect contamina­
tion of their contents.

(C) Cleaning and sanitizing of utensils 
and portable equipment should be con­
ducted in an area set aside for these pur­
poses and shall be carried out in such a 
manner as to prevent contamination of 
the fish or fish products.

Subpart C— Equipment 
§ 122.40 Equipment and procedures.

(a) All food-contact surfaces (tanks, 
belts, tables, utensils, and other equip­
ment) shall be made of readily cleanable 
materials.

(b) Metal seams shall be smoothly 
soldered, welded, or bonded^

(c) Each freezer and cold storage com­
partment used for the product shall be 
fitted with a t least the following:

(1) An automatic control for regu­
lating temperature.

(2) An indicating thermometer so in­
stalled as to show accurately the tem­
perature within the compartment.

(3) A recording thermometer so in­
stalled as to indicate accurately at all 
times the temperature within the com­
partment.

(d) Thermometers or other tempera­
ture-measuring devices shall have an 
accuracy of ±2° F.
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Subpart D— [Reserved]
Subpart E— Production and Process 

Controls
§ 122.80 Processes and controls.

(a) Raw materials. (1) Fresh fish re­
ceived shall be inspected and adequately 
washed before processing. Only sound, 
wholesome fish free from adulteration 
and organoleptically detectable spoilage 
shall be processed.

(2) Every lot of fish that has been 
partially processed in another plant, in­
cluding frozen fish, shall be adequately 
inspected, and only clean, wholesome fish 
shall be processed.

(3) Fresh or partially processed fish, 
except those to be immediately processed, 
shall be iced or otherwise refrigerated 
to an internal temperature/of 38° F or 
below upon receipt and shall be main­
tained at that temperature until the fish 
are to be processed.

(4) All fish received in a frozen state 
shall be either thawed promptly and 
processed, or stored at a temperature 
that will maintain it in a frozen state.

(b) Defrosting of frozen fish. (1) l>e- 
frosting shall be carried out in a sani­
tary manner and by such methods that 
the wholesomeness of the fish is not ad­
versely affected. Frozen fish shall be 
defrosted:

(1) In air at 45° F or below until other 
than hard frozen; or

(ii) In air so that the temperature in 
any part of the fish does not exceed 45° 
F; or

(iii) In a continuous water-overflow 
thaw tank or spray system in such a 
manner that the temperature in any 
part of the fish does hot exceed 450 F.

(2) When a thaw tank is used, fish 
should not remain in the tank longer 
than one-half hour after they are com­
pletely defrosted.

(3) Fish entering the thaw tanks shall 
be free of exterior packaging material 
and substantially free of liner material.

(4) After thawing, fish shall be washed 
thoroughly with a vigorous water spray 
or a continuous waterflow system.

(c) Presmoking operation, (l) Evis­
ceration of fish shall be performed with 
minimum disturbance of intestinal tract 
contents. Removal of viscera shall be 
complete.

(2) After the evisceration process, the 
fish (including the body cavity) shall be 
thoroughly washed with a vigorous water 
spray or a continuous waterflow system.

(3) All fish shall be dry-salted at a 
temperature not to exceed 38° F through­
out the fish, or shall be brined in such 
a manner that the temperature of the 
fish and the brine:

(i) Does not exceed 60° F at the start 
of brining, and

(ii) If between 38° F and 50° F at the 
start of brining, is continuously lowered 
to 38° F or below within 12 hours, and

(iii) If between 50° F and 60° F at the 
start of brining, is continuously lowered 
to 50° F or below within 2 hours and to 
38° F or below within the following 10 
hours, and

(iv) Does not rise above 38° F after 
reaching that temperature or below

5, 1977



14354 RULES AND REGULATIONS

either prior to or during the brining 
operation.

(4) Hot-process smoked or hot-process 
smoke-flavored fish shall be brined In 
such a manner that the final salt (sodium 
chloride) content of the loin muscle of 
the finished product, expressed as per­
cent in the water phase of the loin mus­
cle, shall not be less than :

(1) 3.5 percent if heat-processed as 
prescribed under paragraph (d) (2) (i) of 
this section; or

(ii) 5.0 percent if heat-processed as 
prescribed under paragraph (d) (2) (ii) of 
this section.

(5) Pish shall be rinsed with fresh 
water after brining.

(d) Heating, cooking, smoking opera­
tion. (1) A point-sensitive, continuous 
temperature-recording device shall be 
■used to monitor both the internal tem­
perature of the fish and the ambient 
temperature within the oven. Each re­
cording-device record shall be identified 
as to the specific oven load and date 
processed.

(2) Hot-process smoked or hot-proc­
ess smoke-fiavored fish shall be heated 
by a controlled heat process that pro­
vides a monitoring system positioned in 
as many strategic locations in the oven 
as necessary to assure a continuous tem­
perature throughout each fish of:

(1) Not less than 180° P for a mini­
mum of 30 minutes for hot-process 
smoked or hot-process smoke-flavored 
fish which have been brined to contain
3.5 percent water phase salt in the fin­
ished product as prescribed in paragraph
(c) (4) (i) of this section, except that 
smoked chub containing sodium nitrite 
as provided for in § 172.177 of this 
chapter shall be processed in accordance 
with that section; or

(ii) Not less than 150° F for a mini­
mum of 30 minutes for hot-process 
smoked or hot-process smoke-flavored 
fish which have been brined to contain
5.0 percent water phase salt in the fin­
ished product as prescribed in paragraph
(c) (4) (ii) of this section.

(e) Packing. (1) The finished product 
shall be handled only with clean, sani­
tized hands, gloves, or utensils.

(2) Manual manipulation of the fin­
ished product shall be kept to a 
minimum.

(3) The finished product shall be 
cooled to a temperature of 50° F or below 
within 3 hours after cooking and further 
cooled to a temperature of 38° F or below 
within 12 hours after cooking, and this 
temperature shall be maintained during 
all subsequent storage and distribution.

(4) The shipping containers, retail 
packages, and shipping records shall in­
dicate by appropriate labeling the per­
ishable nature of the product and shall 
specify that the product shall be shipped, 
stored, and/or held for sale at 38° F 
or below until consumed.

(5) Permanently legible code marks 
shall be placed on the outer layer of 
every finished product package and mas­
ter carton. Such marks shall identify 
a t least the plant where packed, the 
date of packing, and the oven load. 
Records shall be so maintained as to

provide positive identification (i) of the 
process procedures used for the manu­
facture of hot-process smoked or hot- 
process smoke-fiavored fish and (ii) of 
the distribution of the finished product.

(f) Testing. (1) Microbiological ex­
amination of in-line and finished prod­
uct samples should be conducted with 
sufficient frequency to assure that proc­
essing steps and sanitary procedures are 
adequate.

(2) The finished product shall be ana­
lyzed chemically with sufficient fre­
quency to assure that the required 
salinity is obtained in every fish and 
that other chemical additives are pres­
ent a t authorized levels.

PART 123— FROZEN RAW BREADED 
SHRIMP

Subpart A— General Provisions
Sec.
123.1 Current good manufacturing prac­

tice.
123.3 Definitions.

Subpart B— Buildings and Facilities
123.20 Plants and "grounds.
123.35 Sanitary facilities and controls.
123.37 Sanitary operations.

Subpprt C— Equipment
123.40 Equipment and procedures.

Subpart D— [Reserved]
Subpart E— Production and Process Controls

123.80 Processes and controls.
A u t h o r i t y : Secs. 402(a)(4), 701(a), 52 

Stat. 1046, 1055 (21 U.S.C. 342(a)(4), 371 
(a )).

Subpart A— General Provisions
§ 123.1 Current good manufacturing 

practice.
The criteria in Part 110 of this chap­

ter shall apply in determining whether 
the facilities, methods, practices, and 
control^ for Ihe manufacture, processing, 
packing, or holding of fish and seafood 
products are in conformance with and 
are operated or administered in con­
formity with good manufacturing prac­
tice to produce, under sanitary condi­
tions, food for human consumption. The 
criteria in §§ 123.20,123.35,123.37,123.40, 
and 123.80 set forth requirements in ad­
dition to those in Part 110 of this chap­
ter for tiie breaded shrimp industry.
§ 123.3 Definitions.

For the purposes of this part, the fol­
lowing definitions apply :

(a) “Breaded shrimp” means any form 
of frozen raw breaded shrimp or frozen 
raw lightly breaded shrimp which com­
plies with or is in semblance of that de­
fined in §§ 161.175 and 161.176, respec­
tively, of this chapter.

(b) “Peeling” shall include the opera­
tion whereby raw shrimp are prepared to 
comply with § 161.175(c) of this chapter 
and, where applicable, the alimentary 
canal or vein is removed.

Subpart B— Buildings and Facilities 
§ 123.20 Plants and grounds.

(a) Unloading platforms shall be:
(1) Made Of a readily cleanable ma­

terial.

(2) Equipped with drainage facilities 
adequate to; accommodate all seepage 
and wash water.

(b) The product shall be so processed 
as to prevent contamination by exposure 
to areas involved in earlier processing 
steps, refuse, or other objectionable 
areas.
§ 123.35 Sanitary facilities and controls.

(a) Adequate hand-washing and san­
itizing facilities shall be located in the 
processing area, easily accessible from 
the peeling and subsequent processing 
operations.

(b) Readily understandable signs di­
recting employees handling shrimp to 
wash and sanitize their hands after each 
absence from post of duty shall be con­
spicuously posted in the peeling and 
subsequent processing areas and else­
where in the plant as conditions require, 
v (c) Offal, debris, or refuse from any

source whatsoever shall not be allowed 
to accumulate. Offal shall be placed in 
suitable, covered containers and shall 
be removed not less than once daily or 
shall be continuously removed by flumes, 
conveyors, or chutes.
§ 123.37 Sanitary operations.

(a) Batter application equipment, ex- 
ceptJthat prescribed under § 123.80(d)
(3), shall be flushed and sanitized at 
least every 4 hours during plant opera­
tions. All batter application equipment 
shall be cleaned and sanitized at the end 
of the day’s operation.

(b) Breading application equipment 
and utensils, excluding holding tanks and 
pneumatic systems, shall be thoroughly 
cleaned and sanitized at the end of the 
day’s operation.

(c) All utensils used in processing and 
product-contact surfaces of equipment 
shall be thoroughly cleaned and sanitized 
at least every 4 hours diming operation; 
however, this shall not apply to equip­
ment for which other specific minimum 
cleaning times are established or to 
freezing equipment.

(d) Before beginning the day’s opera­
tion, all utensils and product-contact 
surfaces of equipment, except for those 
prescribed under paragraph (b) of this 
section, shall be rinsed and sanitized.

(e) Containers used to,convey or store 
food shall not be handled in a manner 
conducive to direct or indirect contami­
nation of the contents.

Subpart C— Equipment 
§ 123.40 Equipment and procedures.

(a) All food-contact surfaces (tanks, 
belts, tables, flumes, utensils, and other 
equipment) shall be o£ metal or other 
readily cleanable materials.

(b) All seams shall be smoothly 
soldered, welded, or bonded to prevent 
accumulation of shrimp, shrunp mate­
rial, and debris.

(c) Each freezer and cold storage 
compartment used for raw materials, 
materials in process, or finished prod" 
ucts shall be fitted with at least the 
following:

(1) An automatic control for regulat­
ing temperature, or an automatic alarm
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system to indicate a significant tempera­
ture change in a manual operation.

(2) An indicating thermometer so in­
stalled as to show accurately the tem­
perature within the compartment.

(3) A recording thermometer so in­
stalled as to indicate accurately at 
all times the temperature within the 
compartment.

(d) Thermometers or other tempera­
ture measuring devices shall have an ac­
curacy of ± 2 ° P.

Subpart D— [Reserved]
Subpart E— Production and Process 

Controls
§ 123.80 Processes and controls.

(a) Raw materials. (1) Fresh shrimp 
shall be adequately washed, inspected, 
and culled to remove shrimp that are 
filthy, putrid, or decomposed, and to re­
move all nonshrimp material.

(2) Every lot of shrimp that has been 
partially processed in another plant, in­
cluding frozen shrimp, shall be inspected, 
and only cleaned, wholesome shrimp 
shall be processed.

(3) Fresh or partially processed shrimp 
shall be iced or otherwise refrigerated to 
maintain the shrimp at a temperature of 
40° F or below until they are to be 
processed.

(4) Frozen shrimp shall be stored at 
a temperature of 0° F  or below.

(5) Ingredients capable of supporting 
rapid bacterial growth shall be examined 
to assure that only clean, wholesome ma­
terials are used in production.

(b) Defrosting of frozen shrimp. (1) 
Defrosting shall be carried out in a sani­
tary manner and by such methods that 
the wholesomeness of the shrimp is not 
adversely affected; for example, in air 
at 45° F or below until other than hard 
frozen or in a continuous waterflow thaw 
tank or spray system.

(2) When a thaw tank is used, shrimp 
should not remain in the tank any longer 
than one-half hour after they are 
thawed.

(3) Shrimp entering the thaw tank 
should be free of exterior packaging ma­
terial and substantially -free of liner 
material.

(4) On removal from the thaw tank, 
shrimp shall be washed with a vigorous 
water spray.

(c) Peeling operation. (1) Shrimp 
shall be peeled into flumes that immedi­
ately transport the meat portion from 
the machines or peeling tables, except 
that shrimp may be peeled into seamless 
containers if the peeled meats are not 
held in such containers for more than 
20 minutes before being flumed or con­
veyed from peeling tables. If shrimp are 
peeled into such containers, the con­
tainers shall be cleaned and sanitized as 
often as necessary to maintain them in 
a sanitary condition, but in no case less 
frequently than every 3 hours. Whenever 
a peeler is absent from his post of duty, 
the container used by such peeler.shall 
be cleaned and sanitized before peeling 
is resumed.

(2) Sanitary drainage shall be pro­
vided to remove liquid waste from the 
peeling tables.

(3) Peeled shrimp being transported 
from one building of the plant to another 
shall be properly iced or refrigerated, 
covered, and protected.

(d) Batter and breading operation.
(1) Shrimp shall be washed with a low- 
velocity spray or in unrecirculated flow­
ing water at 50° F or below just prior 
to the initial batter or breading applica­
tion, whichever comes first, except in 
those instances where a predust applica-r 
tion is included in the process.

(2) In removing the batter or bread­
ing mixes or other dry ingredients from 
multiwalled bags;

(1) The outer layer of the bag shall 
first be removed.

(ii) The bag shall be slit in the ex­
posed area and the contents removed 
without contact with the seam ends or 
closures.

(iii) If the entire contents are not re­
moved at one time, the remainder shall 
be protected against contamination.

(3) Batter in enclosed equipment that 
assures a batter temperature of not more 
than 40° F shall be disposed of at the 
end of each work day, but under no 
circumstances less often than every 12 
hours.

(4) Batter, except for that prescribed 
under paragraph (d) (3) of this section, 
shall be maintained at a temperature of 
50° F or below and shall be disposed of 
at least every 4 hours during operations 
and at the end of the day’s operation.

(5) Breading may be reused dining a 
day’s operation if it is sifted through a 
screen of one-quarter inch or smaller 
mesh. Breading remaining in the bread­
ing application equipment a t the end of 
the day’s operation may be reused within 
20 hours if it is sifted as set forth above 
and placed in freezer storage in a covered 
sanitary container. All material removed 
by sifting shall be discarded.

(e) Packing. (1) Manual manipula­
tion of breaded shrimp shall be kept to 
a minimum,

(2) Hie outer layers of the finished 
product package and the master carton 
shall bear a caution to keep the product 
thoroughly frozen and not to refreeze.

(3) Permanently legible code marks 
shall be placed on every finished psfckage 
and master carton. Such marks should 
identify a t least the date of packing and 
the plant where packed.

(4) Th& aggregate processing time, 
excluding the time required for thawing 
frozen raw material, shall be less than 2 
hours. Processing time does not include 
time in iced or refrigerated storage. «

(5) Breaded shrimp shall be placed 
into the freezer within 30 minutes after 
itr is packaged.
, (f) Freezing and cold storage. (1) The 

freezing method used shall reduce the 
temperature of the food product in all 
size packages to 32° F within 12 hours 
and shall produce a thoroughly frozen 
product within 24 hours.
* (2) After freezing, the food shall be 
stored in such a manner that its tem­
perature does not exceed 0° F  and shall 
be handled in such manner as will main­
tain the thoroughly frozen condition.

(g) Testing. The microbiological con­
dition of the operation shall be evaluated

by the periodic collection and analysis of 
in-line and finished product samples 
coupled with sample-related inspections. 
This evaluation should be made at least 
weekly; more often when problems are 
encountered.

PART 129— PROCESSING AND BOT­
TLING OF BOTTLED DRINKING WATER 

Subpart A—General Provisions
Sec.
129.1 Current good manufacturing prac­

tice.
129.3 Definitions.

Subpart B— Buildings and Facilities
129.20 Plant construction and design.
129.35 Sanitary facilities.
129.37 Sanitary operations.

Subpart C— Equipment
129.40 Equipment and procedures.

Subpart D— [Reserved]
Subpart E— Production and Process Controls

129.80 Processes and controls.
Authoritt: Secs. 402(a)(4), 409, 701(a), 

52 Stat. 1046, 1055; 72 Stat. 1785-1788 (21 
U.S.O. 342(a)(4), 348, 371(a)).

Subpart A— General Provisions
§ 129.1 Current good manufacturing 

practice.
The applicable criteria in Part 110 of 

this chapter, as well as the criteria in 
§§ 129.20, 129.35, 129.37, 129.40, and
129.80 shall apply in determining 
whether the facilities, methods, practices, 
and controls used in the processing, 
bottling, holding, and shipping of bottled 
drinking water are in conformance with 
or are operated or administered in con­
formity with good manufacturing prac­
tice to assure that bottled drinking water 
is safe and that it has been processed,

* bottled, held, and transported under 
sanitary conditions.
§ 129.3 Definitions.

For the purposes of this part, the fol­
lowing definitions apply:

(a) “Approved source” when used in 
reference to a plant’s product water or 
operations water means that the source 
of the water and the water therefrom, 
whether it be from a spring, artesian 
well, drilled well, municipal water supply, 
or any other source, shall have been in­
spected and the water sampled, analyzed, 
and found to be of a safe and sanitary 
quality in accordance with the applicable 
laws and regulations of the government 
agency or agencies having jurisdiction. 
The presence, in the plant, of current 
certificates or notifications of approval 
from the government agency or agencies 
having jurisdiction shall constitute ap­
proval of the source and the water 
supply.

(b) “Bottled drinking water” means 
all water which is sealed in bottles, pack­
ages, or other containers and offered for 
sale for human consumption, including 
bottled mineral water.

(c) “Lot” means a collection of pri­
mary containers or unit packages of the 
same size, type, and style produced under 
conditions as nearly uniform as possible 
and designated by a common container 
code or marking.
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(d) “Multiservice containers” means 
containers intended for use more than 
one time.

(e) “Nontoxic materials” means mate­
rials for product water contact surfaces 
utilized in the transporting, processing, 
storing, and packaging of bottled drink­
ing water, which are Tree of substances 
which may render the water injurious to 
health or which may adversely affect the 
flavor, color, odor, or bacteriological 
quality of the water.

(f) “Operations water” means water 
which is delivered under pressure to a 
plant for container washing, hand wash­
ing, plant and equipment cleanup and 
for other sanitary purposes.

(g) “Primary container” means the 
immediate container in which the prod­
uct water is packaged.

(h) “Product water” means processed 
water used by a plant for bottled drink­
ing water.

(i) “Shall and should.” “Shall” refers 
to mandatory requirements and “should” 
refers to recommended or advisory pro­
cedures or equipment.

(j) “Shipping case” means a container 
in which one or more primary containers 
of the product are held.

(k) “Single-service container” means 
a container intended for one time usage 
only.

(l) “Unit package” means a standard 
commercial package of bottled drinking 
water, which may consist of one or more 
containers.

Subpart B— Buildings and Facilities 
§ 129.20 Plant construction and design.

(a) The bottling room shall be sep­
arated from other plant operations or 
storage areas by tight walls, ceilings, and 
self-closing doors to protect against con­
tamination. Conveyor openings shall not 
exceed the size required to permit pas­
sage of containers.

(b) If processing operations are con­
ducted in other than a sealed system 
under pressure, adequate protection 
shall be provided to preclude contami­
nation of the water and the system.

(c) Adequate ventilation shall be pro­
vided to minimize condensation in proc­
essing rooms, bottling rooms, and in 
container washing and sanitizing areas.

(d) The washing and sanitizing of 
containers for bottled drinking water 
shall be performed in an enclosed room. 
The washing and sanitizing operation 
shall be positioned within the room so 
as to minimize any possible post-sani­
tizing contamination of the containers 
before they er.ter the bottling room.

(e) Rooms in which product water is 
handled, processed, or held or in which 
containers, utensils, or equipment are 
washed or held shall not open directly 
into any room used for domestic house­
hold purposes.
§ 129.35 Sanitary facilities.

Each plant shall provide adequate san­
itary facilities including, but not limited 
to, the following:

(a) Product water and operations 
water—(1) Product water. The product 
water supply for each plant shall be

from an approved source properly lo­
cated, protected, and operated and shall 
be easily accessible, adequate, and of a 
safe, sanitary quality which shall be in 
conformance a t all times with the ap­
plicable laws and regulations of the gov­
ernment agency or agencies having 
jurisdiction.

"1:2) Operations water. If different 
from the product water supply, the op­
erations water supply shall be obtained 
from an approved source properly lo­
cated, protected, and operated and shall 
be easily accessible, adequate, and of a 
safe, sanitary quality which shall be in 
conformance at all times with the ap­
plicable laws and regulations of the gov­
ernment agency or agencies having 
jurisdiction.

(3) Product water and operations wa­
ter from approved sources, (i) Water 
samples shall be taken from approved 
sources by the plant as often as is nec­
essary, but a t a minimum frequency of 
twice each year with an interval between 
samples of not less than 5 months nor 
more than 7 months to assure that the 
supply is in conformance with the ap­
plicable standards, laws, and regulations 
of the government agency or agencies 
having jurisdiction. The sampling and 
analysis shall be by qualified plant' per­
sonnel and shall be in addition to any 
sampling performed by the government 
agency or agencies having jurisdiction. 
Records of both government agency ap­
proval of the water source and the sam­
pling and analysis performed by the 
plant shall be maintained on file at the 
plant.

(ii) Test and sample methods shall be 
those recognized and approved by the 
government agency or agencies having 
jurisdiction over the approval of title 
water source, and shall be consistent with 
the minimum requirements set forth in 
§ 103.35 of this chapter.

(iii) Analysis of the samples may be 
performed for the plant by competent 
commercial laboratories.

(b) Air under pressure. Whenever air 
under pressure is directed a t product 
water or a product water-contact sur­
face, it shall be free of oil, dust, rust, ex­
cessive moisture, and extraneous ma­
terials; shall not affect the bacteriologi­
cal quality of the water; and should not 
adversely affect the flavor, color, or. odor 
of the water.

(c) Locker and lunchrooms. "When em­
ployee locker and lunchrooms are pro­
vided, they shall be separate from plant 
operations and storage areas and shall be 
equipped with self-closing doors. The 
rooms shall be maintained in a clean and 
sanitary condition and refuse containers 
should be provided. Packaging or wrap­
ping material or other processing supplies 
shall not be stored in locker or lunch­
rooms.

No te : Paragraph (a) (3) of § 129.35 (for­
merly § 123d.5) was partially stayed at 40 
PR 51194. Nov. 4. 1975.
§ 129.37 Sanitary operations.

(a) The product water-contact sur­
faces of all multiservicecontainers, uten­
sils, pipes, and equipment used in the

transportation, processing, handling, and 
storage of product water shall be clean 
and adequately sanitized. All product 
water-contact surfaces shall be inspected 
by plant personnel as often as necessary 
to maintain the sanitary condition of 
such surfaces and to assure they are kept 
free of scale, evidence of oxidation, and 
other residue. The presence of any un­
sanitary condition, scale, residue, or oxi­
dation shall be immediately remedied by 
adequate cleaning and sanitizing of that 
product water-contact surface prior to 
use.

(b) After cleaning, all multiservice 
containers, utensils, and disassembled 
piping and equipment shall be trans­
ported and stored in such a manner as 
to assure drainage and shall be protected 
from contamination.

(c) Single-service containers and caps 
or seals shall be purchased and stored in 
sanitary closures and kept clean therein 
in a clean, dry place until used. Prior to 
use they shall be examined, and as neces­
sary, washed, rinsed, and sanitized and 
shall be handled in a sanitary manner.

(d) Pilling, capping, closing, sealing, 
and packaging of containers shall be done 
in a sanitary manner so as to preclude 
contamination of the bottled drinking 
water.

Subpart C— Equipment 
§ 129.40 Equipment and procedures.

(a) Suitability. (1) All plant equip­
ment and utensils shall be suitable for 
their intended use. This includes all col­
lection and storage tanks, piping, fit­
tings, connections, bottle washers, fillers, 
cappers, and other equipment which may 
be used to store, handle, process, pack­
age, or transport product water.

(2) All product water contact sur­
faces shall be constructed of nontoxic 
and nonabsorbant material which can 
be adequately cleaned and sanitized and 
is in compliance with section 409 of the 
act.

(b) Design. Storage tanks shall be of 
the type that can be closed to exclude 
all foreign matter and shall be" ade­
quately vented.

Subpart Dr—[Reserved]
Subpart E— Production and Process  

Controls
§ 129.80 Processes and controls.

(a) Treatment of product water. All 
treatment of product water by distilla­
tion, ion-exchanging, filtration, ultra­
violet treatment, reverse osmosis, car­
bonation, mineral addition, or any other 
process shall be done in a manner so as 
to be effective in accomplishing its in­
tended purpose and in accordance with 
section 409 of the Federal Food, Drug, 
and Cosmetic Act. All such processes 
shall be performed in and by equipment 
and with substances which will not adul­
terate the bottled product. A record of 
the type and date of physical inspec­
tions of such equipment, conditions 
found, and the performance and effec­
tiveness of such equipment shall be main­
tained by the plant. Product water sam­
ples shall be taken after processing and 
prior to bottling by the plant and ana-
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lyzed as often as is necessary to assure 
uniformity and effectiveness of the 
processes performed by the plant. The 
methods of analysis shall be those ap­
proved by the government agency or 
agencies having jurisdiction.

(b) Containers. (1) Multiservice pri­
mary containers shall be adequately 
cleaned, sanitized, and inspected just 
prior to being filled, capped, and sealed. 
Containers found to be unsanitary or de­
fective by the inspection shall be re­
processed or discarded. All multiservice 
primary containers v shall be washed, 
rinsed, and sanitized by mechanical 
washers or by any other method giving 
adequate sanitary results. Mechanical 
washers shall be inspected as often as is 
necessary to assure adequate perform­
ance. Records of physical maintenance, 
inspections and conditions found, and 
performance of the mechanical washer 
shall be maintained by the plant.

(2) Multiservice shipping cases shall 
be maintained in such condition as to 
assure they will not contaminate the 
primary container or the product water. 
Adequate dry or wet cleaning procedures 
shall be performed as often as necessary 
to maintain the cases in satisfactory 
condition.

(c) Cleaning and sanitizing solutions. 
Cleaning and sanitizing solutions utilized 
by the plant shall be sampled and tested 
by the plant as often as is necessary to 
assure adequate performance in the 
cleaning and sanitizing operations. Rec­
ords of these tests shall be maintained 
by the plant.

(d) Sanitizing operations. Sanitizing 
operations, including those performed by 
chemical means or by any other means 
such ps circulation of live steam or hot 
water, shall be adequate to effect sani­
tization of the intended product water- 
contact surfaces and any other critical 
area. The plant should maintain a rec­
ord of the intensity of the sanitizing 
agent and the time duration that the 
agent was in contact with the surface 
being sanitized. The following times and 
intensities shall be considered a mini­
mum:

(1) Steam in enclosed system: At least 
170° F for at least 15 minutes or at least 
200° F for at least 5 minutes.

(2) Hot water in enclosed system: At 
least 170° F  for at least 15 minutes or at 
least 200° F for a t least 5 minutes.

(3) Chemical sanitizers shall be equiv­
alent in bactericidal action to a 2-minute 
exposure of 50 parts per million of avail­
able chlorine at 57® F  when used as an 
immersion or circulating solution. Chem­
ical sanitizers applied as a spray or fog 
shall have as a minimum 100 parts per 
million of available chlorine a t 57® F or 
its equivalent in bactericidal action.

(4) 0.1 part per million ozone water 
solution in an enclosed system for at 
least 5 minutes.

(5) When containers are sanitized 
using a substance other than one pro­
vided for in § 178.1010 of this chapter, 
such substance shall be removed from 
the surface of the container by a rinsing 
procedure. The final rinse, prior to filling 
the container with product water, shall

be performed with a  disinfected water 
rinse free of pathogenic bacteria or by 
an additional sanitizing procedure equiv­
alent in bactericidal action to that re­
quired in paragraph <d) (3) of this sec­
tion.

(e) Unit package production code. 
Each unit package from a batch or seg­
ment of a continuous production rim of 
bottled drinking water shall be Identified 
by a production code. The production 
code shall identify a particular batch or 
segment of a continuous production run 
and the day produced. The plant shall 
record and maintain information’ as to 
the kind of product, volume produced, 
date produced, lot code used, and the 
distribution of the finished product to 
wholesale and retail outlets.

(f) Filling, capping, or sealing. During 
the process of filling, capping or sealing 
either single-service or multiservice con­
tainers, the performance of the filler, 
capper or sealer shall be monitored and 
the filled containers visually or electron­
ically inspected to assure they are sound, 
properly capped or sealed, and coded and 
labeled. Containers which are not satis­
factory shall be reprocessed or rejected. 
Only nontoxic containers and closures 
shall be used. All containers and closures 
shall be sampled and inspected to as­
certain that they are free from contami­
nation. At least once each 3 months, a 
bacteriological swab and/or rinse count 
should be made from at least four con­
tainers and closures selected just prior to 
filling and sealing. No more than bne of 
the four samples may exceed more than 
one bacteria per milliliter of capacity or 
one colony per square centimeter of sur­
face area. All samples shall be free of 
coliform organisms. The procedure and 
apparatus for these bacteriological tests 
shall be in conformance with those rec­
ognized by the government agency or 
agencies having jurisdiction. Tests shall 
be performed either by qualified plant 
personnel or a competent commercial 
laboratory.

(g) Compliance procedures. To assure 
that the plant’s production of bottled 
drinking water is in compliance with the 
applicable standards, laws, and reg­
ulations of the government agency or 
agencies having jurisdiction, the plant 
shall :

(1) For bacteriological purposes, take 
and analyze at least once a week a rep­
resentative sample from a batch or seg­
ment of a continuous production run for 
each type of bottled drinking water pro­
duced during a day’s production. The 
representative sample shall consist of 
primary containers of product or unit 
packages of product.

(2) For chemical, physical, and radio­
logical purposes, take and analyze at 
least semi-annually a representative 
sample from a batch or segment of a 
continuous production run for each type 
of bottled drinking water produced dur­
ing a day’s production. The representa­
tive sample shall consist of primary con­
tainers of product or unit packages of 
product.

(3) Analyze such samples by methods 
approved by the government agency or

agencies having jurisdiction. The plant 
shall maintain records of date of sam­
pling, type of product sampled, produc­
tion code, and results of the analysis.

(h) Record retention. All records re­
quired by §§ 129.1, 129.20, 129.35, 129.37, 
129.40, and 129.80 shall be maintained at 
the plant for not less than 2 years. Plants 
shall also retain, on file at the plant, 
current certificates or notifications of ap­
proval issued by the government agency 
or agencies approving the plant’s source 
and supply df product water and opera­
tions water. All required documents shall 
be available for official review at reason­
able times.

PART 130— FOOD STANDARDS: 
GENERAL

Subpart A—General ProvisionsSec.
130.3 Definitions and interpretations.
130.5 Procedure for establishing a food

standard.
130.6 Review of Codex Alimentarius food

standards.
130.8 Conformity to definitions and stand­

ards of identity.
130.12 General methods for water capacity 

and fill of containers.
130.14 General statements of substandard 

quality and substandard fiU of 
container.

130.17 Temporary permits for interstate 
shipment of experimental packs of 
food varying from the require­
ments of definitions and standards 
of identity.

Subpart B—-Food Additives in Standardized Foods
130.20 Food additives proposed for use in  

foods for which definitions and 
standards of identity are estab­
lished.

A u t h o r i t y : Secs. 401, 701, 52 Stat. 1046 
as amended, 1055-1056 as amended (21 
U.S.C. 341, 371).

Subpart A— General Provisions 
§ 130.3 Definitions and interpretations.

(a) The definitions and interpreta­
tions of terms contained in section 201 
of the act shall be applicable also to such 
terms when used in regulations promul­
gated under the act.

(b) If a regulation prescribing a defi­
nition and standard of identity for a 
food has been promulgated under section 
401 of the act and the name therein 
specified for the food is used in apy other 
regulation under section 401 or any other 
provision of the act, such name means 
the food which conforms to such defini­
tion and standard, except as otherwise 
specifically provided in such other regu­
lation.

(c) No provision of any regulation 
prescribing a definition and standard of 
identity or standard of quality or fill of 
container under section 401 of the act 
shall be construed as in any way affect­
ing the concurrent applicability of the 
general provisions of the act and the 
regulations thereunder relating to adul­
teration and misbranding. For example, 
all regulations under section 401 con­
template that the food and all articles 
used as components or ingredients 
thereof shall not be poisonous or dele­
terious and shall be clean, sound, and
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fit for food. A provision in such regula­
tions for the use of coloring or flavoring 
does not authorize such use under cir­
cumstances or in a  manner whereby 
damage or inferiority is concealed or 
whereby the food is made to appear bet­
ter or of greater value than it is.

(d) “Safe and suitable” means that 
the ingredient:

(1) Performs an appropriate function 
in the food in which it is used.

(2) Is used a t a level no higher than 
necessary to achieve its intended pur­
pose in that food.

(3) Is not a food additive or color 
additive as defined in section 201 (s) or 
(t) of thè Federal Food, Drug, and Cos­
metic Act as used in that food, or is a 
food additive or color additive as so 
defined and is used in conformity with 
regulations established pursuant to sec­
tion 409 or 706 of the act.
§ 130.5 Procedure for establishing a 

food standard.
(a) The procedure for establishing a 

food standard under section 401 of the 
act shall be governed by Part 2 of this 
chapter.

(b) Any petition for a food standard 
shall show that the proposal, if adopted, 
would promote honesty and fair dealing 
in the interest of consumers.

(c) Any petition for a food standard 
shall assert that the petitioner commits 
himself to substantiste the information 
in the petition by evidence in a public 
hearing, if such a hearing becomes nec­
essary.

(d) If a petitioner fails to appear, or 
to substantiate the Information in his 
petition, a t a public hearing on the m at­
ter, the Commissioner may either (1) 
withdraw the regulation and terminate 
the proceeding or (2) if he concludes 
that it is in accordance with the require­
ments of section 401 of the act, continue 
the proceeding and introduce evidence 
to substantiate such information.
§ 130.6 Review o f Codex Alimentarius 

food standards.
(a) All food standards adopted by the 

Codex Alimentarius Commission will be 
reviewed by the Food and Drug Adminis­
tration and will be accepted without 
change, accepted with change, or not 
accepted.

(b) Review of Codex standards will be 
accomplished in one of the following 
three ways:

(1) Any interested person may peti­
tion the Commissioner to* adopt a Codex 
standard, with or without change, by 
proposing a new standard or an appro­
priate amendment of an existing stand­
ard, pursuant to section 401 of the act. 
Any such petition shall specify any devi­
ations from the Codex standard, and the 
reasons for any such deviations. The 
Commissioner shall publish such a peti­
tion in the F e d e r a l  R e g is t e r  as a pro­
posal, with an opportunity for comment, 
if reasonable grounds are provided in 
the petition. Any published proposal shall 
state any deviations from the Codex 
standard and the stated reasons there­
for.;
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(2) The Commissioner may on his own 
Initiative propose by publication in the 
F e d e r a l  R e g i s t e r  the adoption of a 
Codex standard, with or without change, 
through a new standard or an appropri­
ate amendment to an existing standard, 
pursuant to section 401 of the act. Any 
such proposal shall specify any devia,- 
tions from the Codex standard, and the 
reasons for any such deviations.

(3) Any Codex standard not han­
dled under paragraph (b) (1) or (2) 
of this section^ may be published in 
the F e d e r a l  R e g is t e r  for review and 
inforfiial comment. Interested persons 
shall be requested to comment on the 
desirability and need for the stand­
ard, on the specific provisions of the 
standard, on additional or different 
provisions that should be included in 
the standard, and on any other perti­
nent points. After reviewing all such 
comments, the Commissioner either shall 
publish a proposal to establish a food 
standard pursuant to section 401 of the 
act covering the food involved, or shall 
publish a notice terminating considera­
tion of siich a standard.

<c) All interested persons are en­
couraged to confer with different interest 
groups (consumers, industry, the 
academic community, professional or­
ganizations, and others) in formulating 
petitions or comments pursuant to para­
graph (b) of this section. All such peti­
tions or comments are requested to in­
clude a statement of any meetings and 
discussions that have been held with 
other interest groups. Appropriate weight 
will be given by the Commissioner to 
petitions or comments that reflect a con­
sensus of different interest groups.
§ 130.8 Conformity to definitions and 

standards o f identity.
In thé following conditions, among 

others, a food does not conform to the 
definition and standard of Identity 
therefor:

(a) If it contains an ingredient for 
which no provision is made in such def­
inition and standard, unless such in­
gredient is an incidental additive intro­
duced at a  nonfunctional and insignifi­
cant level as a result of its deliberate and 
purposeful addition to another iiigredi-- 
ent permitted by the terms of the appli­
cable standard and the presence of such 
incidental additive in unstandardized 
foods has been exempted from label dec­
laration as provided in § 101.100 of this 
chapter.

(b) If , it fails to contain any one or 
more ingredients required by such defi­
nition and standard;

- (c) If the quantity of any ingredient 
or component fails to conform to the 
limitation, if any, prescribed therefor by 
such definition and standard.
§ 130.12 General methods for water ca­

pacity and fill o f containers.
For the purposes of regulations pro­

mulgated under section 401 of the act:
(a) The term “general method for 

water capacity of containers” means the 
following method:

(1) In the case of a container with lid 
attached by double seam, cut out the lid
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without removing or altering the height 
of the double seam.

(2) Wash, dry, and weigh the empty 
container.

(3) Fill the container with distilled 
water at 68° F to inch vertical dis­
tance below the top level of the contain­
er, and weigh the container thus filled.

' (4) Subtract the weight found in para­
graph (a) (2) of this section from the 
weight found in paragraph (a)(3) of 
this section. The difference shall be con­
sidered to be the weight of water requir­
ed to fill the container.
In the case of a container with lid at­
tached otherwise than by double seam, 
remove the lid and proceed as directed in 
paragraphs (a) (2) to (4) of this section, 
except that under paragraph (a) (3) of 
this section, fill the container to the level 
of the top thereof.

(b) The term “general method for fill 
of containers” means the following 
method:
- (!) In the case of a container with lid 

attached by double seam, cut out the lid 
without removing or altering the height 
of the double seam.
: (2) Measure the vertical distance from 

the top level of the container to the top 
level of the food.

(3) Remove the food from the con­
tainer; wash, dry, and weigh the con­
tainer.

(4) Fill the container with water to 
3/16 inch vertical distance below the top 
level of the container. Record the tem­
perature of the water, weigh the con­
tainer thus filled, and determine the 
weight of the water by subtracting the 
Weight of the container found in para­
graph (b) (3) of this section.

(5) Maintaining the water a t the 
temperature recorded in paragraph (b)
(4) of this section, draw off water from 
the container as filled in paragraph (b)
(4) of this section to the level of the 
food found in paragraph (b)(2) of this 
section, weigh the container with re­
maining water, and determine the 
weight of the remaining water by sub­
tracting the weight of the container 
found in paragraph (b) (3) of this sec­
tion.

(6) Divide the weight of water found 
in paragraph (b) (5) of this section by 
the weight of water found in paragraph
(b) (4) of this section, and multiply by 
100. The result shall be considered to be 
the percent of the total capacity of the 
container occupied by the food. .
In the case of-a container with lid at­
tached otherwise than by double seam, 
remove the lid and proceed as directed in 
paragraphs (b) (2) to (6) of this sec­
tion, except that under paragraph (b)
(4) of this section, fill the container to 
the level of the top thereof.
§ 130.14 General statements of sub­

standard quality and substandard fill 
o f container.

For the purposes of regulations pro­
mulgated under section 401 of the act:

(a) The term “general statement oi 
substandard quality” means the state­
ment “Below Standard in Quality Good 
Pood—Not High Grade” printed in two
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lines of Cheltenham bold condensed caps. 
The words “Below Standard In Quality" 
constitute the first line, and the second 
immediately follows. If the quantity of 
the contents of the container is less than 
1 pound, the type of the first line is 12- 
point, and of the second, 8-point. If 
such quantity is 1 pound or more, the 
type of the first line is 14-point, and of 
the second, 10-point. Such statement 
is enclosed within lines, not less than 6 
points in width, forming a rectangle. 
Such statement, with enclosing lines, is 
on a strongly contrasting, uniform back­
ground, and is so placed as to be easily 
seen when the name of the food or any 
pictorial representation thereof is viewed, 
wherever such name or representation 
appears so conspicuously as to be easily 
seen under customary conditions of 
purchase.

(b) The term “general statement of 
substandard fill” means the statement 
“Below Standard in Fill” printed in 
Cheltenham bold condensed caps. If the 
quantity of the contents of the container 
is less than 1 pound, the statement is in 
12-point type; if such quantity is 1 pound 
or more, the statement is in 14-point 
type. Such statement is enclosed within 
lines, not less than 6 points in width, 
forming a rectangle; but if the statement 
specified in paragraph (a) of this section 
is also used, both statements (one follow­
ing the other) may be enclosed within 
the same rectangle. Such statement or 
statements, with enclosing lines, are on 
a strongly contrasting, uniform back­
ground, and are so placed as to be easily 
seen when the name of the food or any 
pictorial representation thereof is viewed, 
wherever such name or representation 
appears so conspicuously as to be easily 
seen under customary conditions of 
purchase.
§ 130.17 Temporary permits for inter­

state shipment o f experimental packs 
o f food varying from  the require­
ments o f definitions and standards o f  
identity.

(a) The Food and Drug Administra­
tion recognizes that before petitions to 
amend food standards can be submitted, 
appropriate investigations of potential 
advances in food technology sometimes 
require tests in interstate markets of 
the advantages to and acceptance by 
consumers of experimental packs of food 
varying from applicable definitions and 
standards of identity prescribed under 
section 401 of the act.

(b) I t  is the purpose of the Food and 
Drug Administration to permit such tests 
when it can be ascertained that the sole 
purpose of the tests is to obtain data 
necessary for reasonable grounds in sup­
port of a petition to amend food stand­
ards, that the tests are necessary to the 
completion or conclusiveness of an other­
wise adequate investigation, and that 
the interests of consumers are adequately 
safeguarded; permits for such tests shall 
normally be for a period not to exceed 
15 months. The Commissioner, for good 
cause shown by the applicant, may pro­
vide for a longer test market period. The 
Food and Drug Administration will
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therefore refrain from recommending 
regulatory proceedings under the act on 
the charge that a food does not conform 
to an applicable standard, if the person 
who introduces or causes the introduc­
tion of the food into interstate commerce 
holds an effective permit from the Com­
missioner providing specifically for those 
variations in respect to which the food 
fails to conform to the applicable defini­
tion and standard of identity. The test 
period will begin on the date the person 
holding an effective permit from the 
Commissioner introduces or causes the 
introduction of the food covered by the 
permit into interstate commerce but not 
later than 3 months after notice of the 
issuance of the permit is published in the 
F ederal R egister. The Commissioner 
Shall be notified in writing of the date 
on which the test period begins as soon 
as it is determined.

(c) Any person desiring a permit may 
file with the Commissioner a written ap­
plication in triplicate containing as part 
thereof the following:

(1) Name and address of the appli­
cant.

(2) A statement of whether or not the 
applicant is regularly engaged in produc­
ing the food involved.

(3) A reference to the applicable defi­
nition and standard of identity (citing 
applicable section of regulations).

(4) A full description of the proposed 
variation from the standard.

(5) The basis upon which the food so 
varying is believed to be wholesome an d . 
nondeleterious.

(6) The amount of any new ingredient 
to be added; the amount of any ingre­
dient, required by the standard, to be 
eliminated; any change of concentra­
tion not contemplated by the standard; 
or any change in name that would more 
appropriately describe the new product 
under test. If such new ingredient is not 
a commonly known food ingredient, a 
description of its properties and basis 
for concluding that it is not a deleterious 
substance.

(7) The purpose of effecting the varia­
tion.

(8) mA statement of how the variation 
is of potential advantage to consumers. 
The statement shall include the reasons 
why the applicant does not consider the 
data obtained in any prior investigations 
which may have been conducted suffi­
cient to support a petition to amend the 
standard.

(9) The proposed label (or an accurate 
draft) to be used on the food to be mar­
ket tested. The label shall conform in all 
respects to the general requirements of 
the act and shall provide a means where­
by the consumer can distinguish between 
the food being tested and such food com­
plying with the standard.

\(10) The period during which the ap­
plicant desires to introduce such food 
into interstate commerce, with a state­
ment of the reasons supporting the need 
for such period. If a period longer than 
IS months is requested, a detailed ex­
planation of why a 15-month period is 
inadequate shall be provided.
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(11) The probable amount of such 
food that will be distributed. The amount 
distributed should be limited to the 
smallest number of units reasonably re­
quired for a bona fide market test. Jus­
tification for the amount requested shall 
be included.

(12) The areas of distribution.
(13) The address at. which such food 

will be manufactured.
(14) A statement of whether or not 

such food has been or is to be distributed 
in the State in which it was manu­
factured.

(15) If it has not been or is not to be 
so distributed, a statement showing why.

(16) If it has been or is to be so dis­
tributed, a statement of why it is deemed 
necessary to distribute such food in other 
S ta tes..

(d) The Commissioner may require 
the applicant to furnish samples of the 
food varying from the standard and to 
furnish such additional information as 
may be deemed necessary for action on 
the application.

(e) If the Conjmissioner concludes 
that the variation may be advantageous 
to consumers and will not result in fail­
ure of the food to conform to any pro­
vision of the act except section 403(g), 
a permit shall be issued to the applicant 
for interstate shipment of such food. The 
terms and conditions of the permit shall 
be those set forth in the application with 
such modifications, restrictions, or quali­
fications as the Commissioner may deem 
necessary and state in the permit.

(f) The terms and conditions of the 
permit may be modified a t the discretion 
of the Commissioner or upon application 
of the permittee during the effective pe­
riod of the permit.

(g) The Commissioner may revoke a 
Permit for cause, which shall include but 
not be limited to the following:

(1) That the permittee has introduced 
a food into interstate commerce con­
trary to the terms and conditions of the 
permit.

(2) That the application for a permit 
contains an untrue statement of a mate­
rial fact.

(3) That the need therefor no longer 
exists.

(h) During the period within which 
any permit is effective, it shall be deemed 
to be included within the terms of any 
guaranty or undertaking otherwise ef­
fective pursuant to the provisions of sec­
tion 303(c) of the act.

(i) If an application is made for an 
extension of the permit, it shall be* ac­
companied by a description of experi­
ments conducted under the permit, ten­
tative conclusions reached, and reasons 
why further experimental shipments 
are considered necessary. The applica­
tion for an extension shall be filed not 
later than 3 months prior to the expira­
tion date of the permit and shall be ac­
companied by a petition to amend the 
affected food standard. If the Commis­
sioner concludes that it will be in the 
interest of consumers to issue an exten­
sion of the time period for the market 
test, a notice will be published in the
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F e d e r a l  R e g is t e r  stating that fact. The 
notice will include an invitation to all 
interested persons to participate in the 
market test under the same conditions 
that applied to the initial permit holder, 
including labeling and the amount to be 
distributed, except that the designated 
area of distribution shall not apply. The 
extended market test period shall not 
begin prior to the publication of a notice 
in the F e d e r a l  R e g is t e r  granting the ex­
tension and shall terminate either on the 
effective date of an affirmative order rul­
ing on the proposal or 30 days after a 
negative order ruling on the proposal, 
whichever the case may be. Any inter­
ested person who accepts the invitation 
to participate in the extended market 
test shall notify thé Commissioner in 
writing of that fact, the amount to be 
distributed, and the area of distribution; 
and along with such notification, he shall 
submit the labeling under which the food 
is to be distributed.

(j) Notice of the granting or revoca­
tion of any permit shall be published in 
the F e d e r a l  R e g i s t e r .

(k) All applications for a temporary 
permit, applications for an extension of 
a temporary permit, and related records 
are available for public disclosure when 
the notice of a permit or extension 
thereof is published in the F e d e r a l  R e g ­
i s t e r . Such disclosure shall be in ac­
cordance with the rules established in 
Part 4 of this chapter.

(l) Any person who contests denial, 
modification, or revocation of a tempo­
rary permit shall have an opportunity 
for a regulatory hearing before the Food 
and Drug Administration pursuant to 
Subpart F of Part 2 of this chapter.
Subpart B— Food Additives in Standardized 

Foods
§ 130.20 Food additives proposed for 

use in foods for which definitions 
and standards o f identity are estab­
lished.

(a) Where a petition is received for 
the issuance or amendment of a regula­
tion establishing a definition and stand­
ard of identity for a food under section 
401 of the act, which proposes the inclu­
sion of a food additive in such definition 
and standard of identity, the provisions 
of the regulations in Part 171 of this 
chapter shall apply with respect to the 
information that must be submitted with 
respect to the food additive. Since sec­
tion 409(b)(5) of the act requires that 
the Commissioner publish notice of a 
petition for the establishment of a food 
additive regulation within 30 days after 
filing, notice of a petition relating to a 
definition and standard of identity shall 
also be published within that time limi­
tation if it includes a request, so desig­
nated, for the establishment of a regula­
tion pertaining to a food additive.

(b) If a petition for a definition and 
standard of identity contains a proposal 
for a food additive regulation, arid the 
petitioner fails to designate it as such, 
the Commissioner, upon determining 
that the petition includes a proposal for 
a food additive regulation, shall so no­
tify the petitioner and shall thereafter

proceed in accordance with the regula­
tions in Part 171 of this chapter.

PART 131— MILK AND CREAM
Subpart A—General Provisions

Sec.
131.3 Definitions.
131.25 Whipped cream products contain­

ing flavoring or sweetening.
Subpart B— Requirements for Specific 

Standardized Milk and Cream -
131.110 Milt. *
131,115 Concentrated m ilt. /
131.120 Sweetened condensed m ilt,
131.125 Nonfat dry m ilt.
131.127 Nonfat dry m ilt fortified with 

vitamins A and D.
131.130 Evaporated mUt.
131.135 Lowfat m ilt.
131.145 Stim  m ilt.
131.150 Heavy cream.
131.155 Eight cream.
131.157 Light whipping cream.
131.160 Sour cream.
131.162 Acidified sour cream.
131,164 Sour cream dressing.
131.180 Half-and-half.
131.185 Sour half-and-half.
131.187 Acidified sour half-and-half.
131.189 Sour half-and-half dressing.

A u t h o r i t y : Secs. 401, 701, 52 Stat. 1046 as 
amended, 1055-1056, as amended by 70 Stat. 
919 and 72 Stat. 948 (21 TJ.S.C. 341, 371).

Subpart A— General Provisions
§ 131.3 Definitions.

(a) “Cream” rrieans the liquid milk 
product high in fat separated from milk, 
which may have been adjusted by adding 
thereto: Milk, concentrated milk, dry 
whole milk, skim milk, concentrated skim 
milk, or nonfat dry milk. Cream contains 
not less than 18 percent milkfat.

(b) “Pasteurized” when used to de­
scribe a dairy product means that every 
particle of such product shall have been 
heated in properly operated equipment 
to one of the temperatures specified in 
the table of this paragraph and held con­
tinuously at or above that temperature 
for the specified time (or other time/tem- 
perature relationship which has been 
demonstrated to be equivalent thereto in 
microbial destruction):
Temperature: Time

145°F1_______ _______  30 minutes
161 "F1 ________ _______  15 seconds
191°F _______»r.______  1 second
204“F ____ _______ 0.05 second
212°F _____ _________  O.oi second

i l f  the dairy Ingredient has a fat content 
of 10 percent or more, or if it contains added 
sweeteners, the specified temperature shall 
be increased by 5°F.

(c) “Ultra-pasteurized” when used to 
describe a dairy product means that such 
product shall have been thermally proc­
essed at or above 280°F for at least 2 
seconds, either before or after packaging, 
so as to produce a product which has an 
extended shelf life under refrigerated 
conditions.
§ 131.25 W hipped cream products con­

taining flavoring or sweetening.
The unqualified name “whipped 

cream” should not be applied to any 
product other than one made by whip­
ping the cream that complies with the

standards of identity for whipping cream 
(§9 131.150 and 131.157 of this chapter). 
If flavoring and/or sweetening is added, 
the resulting product is a flavored and/or 
sweetened whipped cream, and should be 
so identified.
(Secs. 401, 403, 52 Stat. 1047, 1048; 21 U.S.C. 
341, 343)

Subpart B— Requirements for Specific 
Standardized Milk and Cream

§ 131.110 Milk.
(a) Description. Milk is the lacteal 

secretion, practically free from colos­
trum, obtained by the complete milking 
of one or more healthy cows. Milk that is 
in final package form for beverage use 
shall have been pasteurized or ultra- 
pasteurized, and shall contain not less 
than 8% percent milk solids not fat and 
not less than 3% percent milkfat. Milk 
may have been adjusted by separating 
part of the milkfat therefrom, or by add­
ing thereto cream, concentrated milk, 
dry whole milk, skim milk, concentrated 
skim milk, or nonfat dry milk. Milk may 
be homogenized.

(b) Vitamin addition (Optional). (1) 
If added, vitamin A shall be present in 
such quantity that each quart of the 
food contains not less than 2000 Interna­
tional Units thereof within limits of good 
manufacturing practice.

(2). If added, vitamin D shall be pres­
ent in such quantity that each quart of 
the food contains 400 International Units 
thereof within limits of good manufac­
turing practice,

(c) Optional ingredients. The follow­
ing safe and suitable ingredients may be 
used:

(1) Carriers for vitamins A and D.
(2) Characterizing flavoring ingredi­

ents (with or without coloring, nutritive 
sweetener, emulsifiers, and stabilizers) 
as follows:

(i) Fruit and fruit juice (including 
concentrated fruit and fruit juice)'.

(ii) Natural and artificial food flavor­
ings.

(d) Methods of analysis: Referenced 
methods are from “Official Methods of 
Analysis of the Association of Official 
Analytical Chemists,” 11th Ed., 1970.3

(1) Milk fat content—“Fat, Roese- 
Gottlieb Method:—Official Final Action,” 
section 16.052.3

(2) Milk solids not fat content— 
Calculated- by subtracting the milk fat 
content from the total solids, content as 
determined by the method “Total Solids, 
Method I—Official Final Action,” section
16.032.2

(3) Vitamin D content—“Vitamin D— 
Official Final Action,” sections 39.149-
39.162.3

- (e) Nomenclature. The name of the 
food is “milk”. The name of the food shall 
be accompanied on the label by a declara­
tion indicating the presence of any 
characterizing flavoring, as specified in 
§ 101.22 of this chapter.

* Copies may be obtained from: Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C. 
20044.
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(1) The following terms shall accom­
pany the name of the food wherever it 
appears on the principal display panel or 
panels of the label in letters not less than 
one-half the height of the letters used in 
such name:

(1) If vitamins are added, the phrase 
“vitamin A” or “vitamin A added", or 
“vitamin D” or “vitamin D.added”, or 
“vitamin A and D” or “vitamins A and D 
added”, as is appropriate. The word “vita­
min” may be abbreviated “vit.”.

(ii) The word “ultra-pasteurized” if 
the food has been ultra-pasteurized.

(2) The following terms may appear 
on the label:

(i) The word “pasteurised” if the food 
has been pasteurized.

(ii) The word “homogenized” if the 
food has been homogenized.

.(f) Label declaration. When used in 
the food, each of the ingredients specified 
in paragraphs (b) and (c) (2) of this sec­
tion shall be declared on the label as re­
quired by the applicable sections of Part 
101 of this chapter.
§131.115 C oncentrated m ilk.

(a) Description. Concentrated milk is 
the liquid food obtained by partial re­
moval of water from milk. The milkfat 
and total milk solids contents of the food 
are not less than 7.5 and 25.5 percent, re­
spectively. It is pasteurized, but is not 
processed by heat so as to prevent spoil­
age. It may be homogenized.

(b) Vitamin addition (Optional). If 
added, vitamin D shall be present in such 
quantity that each fluid ounce of the food 
contains 25 International Units thereof, 
within limits of good manufacturing 
practice.

(c) Optional ingredients. The follow­
ing safe and suitable optional ingredients 
may be used:

(1) Carriers for vitamins A and D._
(2) Characterizing flavoring ingredi­

ents, with or without coloring, as follows:
(i) Fruit and fruit juice, including 

concentrated fruit and fruit juice.
(ii) Natural and artificial food flavor­

ing.
(d) Methods of analysis. Referenced 

methods are from “Official Methods of 
Analysis of the Association of Official 
Analytical Chemists,” 11th Ed., 1970.2

(1) Milkfat content—“Fat—Official 
Final Action,” section 16.129.2

(2) Total milk solids—“Total Solids— 
Official Final Action,” section 16.127.a

(3) Vitamin D content—“Vitamin D in 
Milk—Official Final Action,” sections 39- 
149-39.162.8

(e) Nomenclature. The name of the 
food is “Concentrated milk” or alterna­
tively “Condensed milk.” If the food con­
tains added vitamin D, the phrase “vita­
min D” or “vitamin D added” shall ac­
company the name of the food wherever 
it appears on the principal display panel 
or panels of the label in letters not less 
than one-half the height of the letters 
used in such name. The word “homogen­
ized” may appear on the label if the food

2 Copies may be obtained from: Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C, 
20044.

has been homogenized. The name of the 
food shall include a  declaration of the 
presence of any characterizing flavoring, 
as specified in § 191.22 of this chapter.

(f) Label declaration. When used in 
the food, the optional ingredients speci­
fied in paragraph (b) of this section shall 
be declared on the label as required by 
the applicable sections of Part 101 of this 
chapter.
§ 131.120 Sweetened condensed milk.

(a) Description. Sweetened condensed 
milk is the food obtained by the partial 
removal of water only from a mixture 
of milk and safe and suitable nutritive 
sweetener. The finished food contains not 
less than 8.5 percent by weight of milk­
fat, and not less than 28 percent by 
weight of total milk solids. The quantity 
of nutritive sweetener used is sufficient 
to prevent spoilage. The food is pasteur­
ized, and may be homogenized.

(b) Optional ingredients. Safe and 
suitable characterizing flavoring ingredi­
ents, with or without coloring, as follows :

(1) Fruit and fruit juice, including 
concentrated fruit and fruit juice.

(2) Natural and artificial food flavor­
ing.

(c) Method of analysis. The milkfat 
content is determined by the method 
prescribed in “Official Methods of Analy­
sis of the Association of Official Analy­
tical Chemists,” 11th Ed., 1970, section 
16.142, under “Fat—Official Final Ac­
tion.” 2

(d) Nomenclature. The name of the 
food-is “Sweetened condensed milk”. The 
word “homogenized” may appear on the 
label if the food has been homogenized. 
The name of the food shall include a dec­
laration of the présence of any charac­
terizing flavoring, as specified in § 101.22 
of this chapter.

(e) Label declaration. The optional 
sweetener used shall be declared on the 
label as required by the applicable sec­
tions of Part 101 of this chapter.
§ 1 3 1 .1 2 5  Nonfat dry milk.

(a) Description. Nonfat dry milk is the 
product' obtained by.removal of water 
only from pasteurized skim milk. It con­
tains not more than 5 percent by weight 
of moisture, and hot more than 1 y2 per­
cent by weight of milkfat unless other­
wise indicated.

(b) Optional ingredients. Safe and 
suitable characterizing flavoring ingredi­
ents, with or without coloring, as follows :

(1) Fruit and fruit juice, including 
concentrated fruit and fruit juice.

(2) Natural and artificial food flavor­
ing.

(c) Methods of analysis. Referenced 
methods are from “Official Methods of 
Analysis of the Association of Official 
Analytical Chemists,” 11th Ed., 1970.2

Cl) Moisture content—“Moisture—
Official Final Action,” section 16.149.*

(2) Milkfat content—“Fat in Dried 
Milk—Official Final Action,” sections 
16.156-16.157*

(d) Nomenclature. The name of the 
food is “Nonfat dry milk”. If the fat 
content is over 1 Yz percent by weight, the 
name of the food on the principal dis­
play panel or panels shall be accom­

panied by the statement “Contains
___ % milkfat”, the blank to be filled in
with tiie percentage to the nearest one- 
tenth of 1 percent of fa t contained, 
within limits of good manufacturing 
practice. The name of the food shall in­
clude a declaration of the presence of 
any characterizing flavoring, as specified 
in § 101.22 of this chapter.
§ 1 3 1 .1 2 7  Nonfat dry m ilk fortified  

with vitamins A and D.
(a) Description. Nonfat dry milk for­

tified with vitamins A and D conforms 
to the standard of identity for nonfat 
dry milk, except that vitamins A and D 
are added as prescribed by paragraph
(b) of this section.

(b) Vitamin addition. (1) Vitamin A is 
added in such quantity that, when pre­
pared according to label directions, each 
quart of the reconstituted product con­
tains 2000 International Units thereof.

(2) Vitamin D is added in such quan­
tity that, when prepared according to 
label directions, each quart of the recon­
stituted product contains 400 Interna- 
tional Units thereof.

(3) The requirements of this para­
graph will be deemed to have been met if 
reasonable overages, within limits of 
goo.d manufacturing practice, are present 
to ensure that the required levels of vita­
mins are maintained throughout the ex­
pected shelf life of the food under cus­
tomary conditions of distribution.

(c) Optional ingredients. The follow­
ing safe and suitable optional ingredi­
ents may be used:

(1) Carriers for vitamins A and D.
(2) Characterizing flavoring ingredi­

ents, with or without coloring, as follows:
(i) Fruit and fruit juice, including 

concentrated fruit and fruit juice.
(ii) Natural and artificial food fla­

voring.
(d) Methods of analysis. Referenced 

methods are from “Official Methods of 
Analysis of the Association of Official 
Analytical Chemists,” 11th Ed., 1970.2

(1) Moisture content-.—“Moisture— 
Official Final Action,” section' 16.149.2

(2) Milkfat content—“Fat in Dried
Milk—Official Final Action,” sections 
16.156-16.157.2 * '

(e) . Nomenclature. The name of the 
food is “Nonfat dry milk fortified with 
vitamins A and D”. If the fat content is 
over 1 Yz percent by weight, the name of 
the food on the principal display panel 
or panels shall be accompanied by the 
statement “Contains __% milkfat”, the 
blank to be filled in to the nearest one- 
tenth of 1 percent with the percentage 
o£ fat contained within limits of good 
manufacturing practice. The name of the 
food shall be include a declaration of the 
presence of any characterizing flavor­
ing, as specified in § 101.22 of this 
chapter.
§ 131.130 Evaporated milk.

(a) Description. Evaporated milk is 
the liquid food obtained by the partial 
removal of water from milk. The milkfat 
and total milk solids contents of the food 
are not less than 7.5 and 25.5 percent, 
respectively. Evaporated milk contains 
added vitamin D as prescribed by para-
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graph (b) of this section. It is homoge­
nized. It is sealed in a container and so 
processed by heat, either before or after 
sealing, as to prevent spoilage.

(b) Vitamin addition. (1) Vitamin D 
shall be present in such quantity that 
each fluid ounce of the food contains 25 
International Units thereof within lim­
its of good manufacturing practice.

(2) Addition of vitamin A is optional. 
If added, vitamin A shall be present in 
such quantity that each fluid ounce of 
the food contains not less than 125 Inter­
national Units thereof within limits of 
good manufacturing practice.

(c) Optional ingredients. The follow­
ing safe and suitable ingredients may be 
used:

(1) Carriers for vitamins A and D.
(2) Emulsifiers.
(3) Stabilizers, with or without dioctyl 

sodium sulfosuccinate (when permitted 
by, and complying with the provisions of,
§ 172.810 of this chapter) as a solubi­
lizing agent.

(4) Characterizing flavoring ingredi­
ents, with or without coloring, as follows:

(i) Fruit and fruit juice, including 
concentrated fruit and fruit juice.

(il) Natural and artificial food flavor­
ing.

(d) Methods of analysis. Referenced 
methods are from “Official Methods of 
Analysis of the Association of Official 
Analytical Chemists,” 11th Ed., 1970.2

(1) Milkfat content — “Fat—Official 
Final Action,” section 16.129.2

(2) Total milk solids—“Total Solids— 
Official Final Action,” section 16.127.2

(3) Vitamin D content—“Vitamin D 
in Milk—Official Final Action,” sections 
39.149-39.162.*

(e) Nomenclature. The name of the 
food is “Evaporated milk”. The phrase 
“vitamin D” or “vitamin D added,” or 
“vitamin A and D” or “vitamins A and D 
added”, as is appropriate, shall immedi­
ately precede or follow the name of the 
food wherever it appears on the. principal 
display panel or panels of the label in 
letters not less than one-half the height 
of the letters used in such name. The 
name of the food shall include a declara­
tion of the* presence of any characteriz­
ing flavoring, as specified in § 101.22 of 
this chapter.

(f) Label declaration. When used in 
the food, each of the ingredients specified 
in paragraphs (b) (2) and (c) (2) and (3) 
of this section shall be declared on the 
label as required by the applicable sec­
tions of Part 101 of this chapter.
§ 1 SI.135 Lowfat milk. v

(a) Description. Lowfat milk is milk 
from which sufficient milkfat has been 
removed to produce a food having, within 
limits of good manufacturing practice, 
one of the following milkfat contents: 
y2, 1, 1 y2, or 2 percent. Lowfat milk is 
pasteurized or ultra-pasteurized, con­
tains added vitamin A as prescribed by 
paragraph (b) of this section, and con-

a Copies may be obtained from : Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C. 
20044.

tains not less than 8^4 percent milk solids 
not fat. Lowfat milk may be homog­
enized.

(b) Vitamin addition. (1) Vitamin A 
shall be present in such quantity that 
each quart of the food contains not less 
than 2000 International Units thereof 
within limits of good manufacturing 
practice.

(2) Addition of vitamin D is optional. 
If added, vitamin D shall be present in 
such quantity that each quart of the food 
contains 400 International Units thereof 
within limits of good manufacturing 
practice«.

(c) Optional ingredients. The follow­
ing safe and suitable ingredients may be 
used:

(1) Carriers for vitamin's A and D.
(2) Concentrated skim milk,, nonfat 

dry milk, or other milk derived ingredi­
ents to increase the nonfat solids content 
of the food: Provided, That the ratio of 
protein to total nonfat solids of the food, 
and the protein efficiency ratio of all 
protein present, shall not be decreased 
as a result of adding such ingredients.

(3) When one or more of the optional 
milk derived ingredients in paragraph
(c) (2) of this section are used, emulsi­
fiers, stabilizers, or both, in an amount 
not more than 2 percent by weight of the 
solids in such ingredients.

(4) Characterizing flavoring ingredi­
ents (with or without coloring, nutritive 
sweetener, emulsifiers, and stabilizers) as 
follows:

(i) Fruit and fruit juice (including 
concentrated fruit and fruit juice).

(ii) Natural and artificial food flavor­
ings.

(d) Methods of analysis. Referenced 
methods are from “Official Methods of 
Analysis of the Association of Official 
Analytical Chemists,” 11th Ed., 1970.-

(1) Milkfat content—“Fat, Roese- 
Gottlieb Method—Official Final Action,” 
section 16.052.*

(2) Milk solids not fat content (or total 
nonfat solids content)—Calculated by 
subtracting the milkfat content from the 
total solids content as determined by the 
method “Total Solids, Method I—Official 
Final Action,” section 16.032.2

(3) Vitamin D content—“Vitamin D— 
Official Final Action,” sections 39.149-
39.162.2

(e) Nomenclature. The name of the 
food is “Lowfat milk”. The name of the 
food shall appear on the label in type of 
uniform size, style, and color. The name 
of the food shall be accompanied on the 
label by a declaration indicating the 
presence of any characterizing flavoring, 
as specified in § 101.22 of this chapter.

(1) The following terms shall accom­
pany the name of the food wherever it 
appears on the principal display panel 
or panels of the label in letters not less 
than one-half of the height of the letters 
used in such name:

(i) The phrase milkfat”, the
blank to be filled in with the fraction !£, 
or multiple thereof, to indicate the actual 
fat content of the food.

(ii) The phrase “vitamin A” or “vita­
min A added”, or, if vitamin D is added, 
the phrase “vitamins A and D added”.

The word “vitamin” may be abbreviated 
“v it”.

(ill) The word “ultra-pasteurized” if 
the food has been ultra-pasteurized.

(iv) The phrase “protein fortified” or 
“fortified with protein” if the food_ con­
tains not less than IQ percent milk de­
rived nonfat solids.

(2) The following terms may appear 
on the label:

(1) The word “pasteurized” if the food 
has been pasteurized.

(ii) The word “homogenized” if the 
food has been homogenized.

(f) Label declaration. When ingredi­
ents are used, in the food as specified in 
paragraphs (b) (2) and (c) (2), (3), and
(4) of this section, such ingredients shall 
be declared on the label as required by 
the applicable sections of Part 101 of this 
chapter except that concentrated skim 
milk and nonfat dry milk may be de­
clared as “nonfat milk solids”.
§ 131.145 Skim milk.

(a) Description. Skim milk is milk 
from which sufficient milkfat has been 
removed to reduce its milkfat content to 
less than 0.5 percent. Skim milk that is 
in final package form for beverage use 
shall have been pasteurized or ultra- 
pasteurized, shall contain added vitamin 
A as prescribed by paragraph (b) of this 
section, and shall contain not less than 
8^4 percent milk solids not fat. Skim 
milk may be homogenized.

(b) Vitamin addition. (1) Vitamin A 
shall be present in such quantity that 
each quart of the food contains not less 
than 2000 International Units thereof 
within limits of good manufacturing 
practice.

(2) Addition of vitamin D is optional. 
If added, vitamin D shall be present in 
such quantity that each quart of the food 
contains 400 International Units thereof 
Within lipiits of good., manufacturing 
practice.

(c) Optional ingredients. The follow­
ing safe and suitable ingredients may be 
used:

(1) Carriers for vitamins A and D.
(2) Concentrated skim milk, nonfat 

dry milk, or other milk derived ingredi­
ents to increase the nonfat solids con­
tent of the food: Provided, That the 
ratio of protein to total nonfat solids of 
the food, and the protein efficiency ratio 
of all protein present, shall not be de­
creased as a result of adding such ingre­
dients.

(3) When one or more of the optional
milk derived ingredients in paragraph
(c) (2) of this section are used, emulsi­
fiers, stabilizers, or a combination of 
both, in an amount not more than 2 per­
cent by weight of the solids in such in­
gredients. -

(4) Characterizing flavoring ingredi­
ents (with or without coloring, nutritive 
sweetener, emulsifiers, and stabilizers) 
as follow’s:

(i) Fruit and fruit juice (including 
concentrated fruit and fruit juice).

(ii) Natural and artificial food flavor-

id) Methods of analysis. Referenced 
methods are from “Official Methods of
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A n a l y s i s  of the Association of Official 
A n a l y t i c a l  Chemists,” 11th Ed., 1970.*

(1) Milkfat content—“Pat, Roese- 
Gottlieb Method—Official Pinal Action,” 
section 16.052.2

(2) Milk solids not fat content (or 
total nonfat solids content) —Calculated 
by subtracting the milkfat content from 
the total solids content as determined by 
the method “Total Solids, Method I— 
Official Pinal Action,” section 16.032.*

(3) Vitamin D content—“Vitamin D— 
Official Final Action,” sections 39.149-
39.162.2

(e) Nomenclature. The name of the 
food is “Skim milk” or alternatively 
“Nonfat milk”. The name of the food 
shall appear on the label in type of uni­
form size, style, and color. The name of 
the food shall be accompanied on the 
label by a declaration indicating the 
presence oi any characterizing flavoring, 
as specified in § 101.22 of this chapter.

(1) The following terms shall accom­
pany the name of the food wherever it 
appears on the principal display panel 
or panels of the label in letters not less 
than one-half of the height of the letters 
used in such name:

(1) The phrase “vitamin A” or “vita­
min A added”, or, if vitamin D is added, 
the phrase “vitamins A and D” or “vita­
mins A and D added”. The word “vita­
min” may be abbreviated “vit.”.

(ii) The word “ultra-pasteurized” if 
the food has been ultra-pasteurized.

(iii) The phrase “protein fortified” or 
“fortified with protein” if the food con­
tains not less than 10 percent milk de­
rived nonfat solids.

(2) The following terms may appear 
on the label:

(i) The Word “pasteurized” if theffood 
has been pasteurized.

(ii) The word “homogenized” if the 
food has been homogenized.

(f) Label declaration. When used in 
the food, each of the ingredients speci­
fied in paragraphs (b) (2) and (c) (2),
(3), and (4) of this section shall be de­
clared on the label as required by the 
applicable sections of Part 101 of this 
chapter.
^ 131.150 Heavy cream*.

(a) Description. Heavy cream is cream 
which contains not less than 36 percent 
milkfat. It is pasteurized or ultra- 
pasteurized, and may be homogenized.

(b) Optional ingredients. The follow­
ing safe and suitable optional ingredients 
may be used:

(1) Emulsifiers.
(2) Stabilizers.
(3) Nutritive sweeteners.
(4) Characterizing flavoring ingredi­

ents (with or without coloring) as fol­
lows:

(i) Fruit and fruit juice (including 
concentrated fruit and fruit juice).

( i i )  Natural and artificial food flavor­
i n g .

(c) Methods of analysis. The milkfat 
content is determined by the method

- Copies may be obtained from: Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C.
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prescribed in “Official Methods of Analy­
sis of the Association of Official Analyti­
cal Chemists,” 11th Ed., 1970, section 
16.114 under “Pat, Roese-Gottlieb 
Method—Official Pinal Action.” *

(d) Nomenclature. (1) Hie name of 
the food is “Heavy cream” or alterna­
tively “Heavy whipping cream”. The 
name of the food shall be accompanied 
on the label by a declaration indicating 
the presence of any characterizing fla­
voring, as specified in § 101.22 of this 
chapter. The following terms shall ac­
company the name of the food wherever 
it appears on the principal display panel 
or panels of the label in letters not less 
than one-half the height of the letters 
used in such name:

(1) The word “ultra-pasteurized” if 
the food has been ultra-pasteurized.

(ii) The word “sweetened” if no char­
acterizing flavoring ingredients are used, 
but nutritive sweetener is added.

(2) The following terms may appear 
on the label:

(i) The word “pasteurized” if the food 
has been pasteurized.

(ii) The word “homogenized” if the 
food has been homogenized.

(e) Label declaration. When used in 
the food, each of tl\e ingredients speci­
fied in paragraph (b) of this section 
shall be declared on the label as required 
by the applicable sections of Part 101 of 
this chapter.
§ 131.155 Light cream.

(a) Description. Light cream is cream 
which contains not less than 18 percent 
but less than 30 percent milkfat. It is 
pasteurized or ultra-pasteurized, and 
may be homogenized.

(b) Optional ingredients. The follow­
ing safe and suitable ingredients may be 
used:

(1) Stabilizers.
(2) Emulsifiers.
(3) Nutritive sweeteners.
(4) Characterizing flavoring ingredi­

ents (with or without Coloring) as fol­
lows:

(i) Fruit and fruit juice (including 
concentrated fruit and fruit juice).

(ii) Natural and artificial food flavor­
ing.

(c) Methods of analysis. The milkfat 
content is determined by the method pre­
scribed in “Official Methods of Analysis 
of the Association of Official Analytical 
Chemists,” 11th Ed., 1970, section 16.114 
under “Fat, Roese-Gottlieb Method—Of­
ficial Final Action.”2

(d) Nomenclature. The name of the 
food is “Light cream”, or alternatively 
“Coffee cream” or “Table cream”. The 
name of the food shall be accompanied 
on the label by a declaration indicating 
the presence of any characterizing fla­
voring, as specified in § 101.22 of this 
chapter.

(1) The following terms shall accom­
pany the name of the food wherever it 
appears on the principal display panel 
or panels of the label in letters not less 
than one-half the height of the letters 
used in such name:

(i) The word “ultra-pasteurized” if 
the food has been ujtra-pasteurized.
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(ii) The word “sweetened” if no char­
acterizing flavoring ingredients are used, 
but nutritive sweetener is added.

(2) The following terms may appear 
on the label:

(i) The word “pasteurized” if the food 
has been pasteurized.

(ii) The word “homogenized” if the 
food has been homogenized.

(e) Label declaration. When used in 
the food, each of the ingredients speci­
fied in paragraph (b) of this section shall 
be declared on the label as required by 
the applicable sections of Part 101 of this 
chapter.
§ 1 3 1 .1 5 7  Light whipping cream.
' (a) Description. Light whipping cream 

is cream which contains not less than 30 
percent but less than 36 percent milkfat. 
It is pasteurized or ultra-pasteurized, 
and may be homogenized..

(b) Optional ingredients. The follow­
ing safe and suitable optional ingredients 
may be used:

(1) Emulsifiers.
(2) Stabilizers.
(3) Nutritive sweeteners.
(4) Characterizing flavoring ingredi­

ents (with or without coloring) as fol­
lows:

(i) Fruit and fruit juice (including 
concentrated fruit and fruit juice).

(ii) Natural and artificial food flavor­
ing.

(c) Methods of analysis. The milkfat 
content is determined by the method pre­
scribed in “Official Methods of Analysis 
of the Association of Official Analytical 
Chemists,” 11th Ed., 1970, section 16.114 
under “Fat, Roese-Gottlieb Method— 
Official Final Action.” 2

(d) Nomenclature. The name of the 
food is “Light whipping cream” qr al­
ternatively “Whipping cream”. The 
name of the food shall be accompanied 
on the label by a declaration indicating 
the presence of any characterizing fla­
voring, as specified in § 101.22 of this 
chapter.

(1) The following terms shall accom­
pany the name of the food wherever it 
appears on the principal display panel 
or panels of the label in letters not less 
than one-half the height of the letters 
used in such name:

(1) The word “ultra-pasteurized” if the 
food has been ultra-pasteurized.

(ii) The word "sweetened” if no char­
acterizing flavoring ingredients are used, 
but nutritive sweetener is added.

(2) The following terms may appear 
on the label:

(i) The word “pasteurized” if the food 
has been pasteurized.

(ii) The word “homogenized” if the 
food has been homogenized.

(e) Label declaration. When used in 
the food, each of the ingredients speci­
fied in paragraph (b) of this section 
shall be declared on the label as required 
by the applicable sections of Part 101 of 
this chapter.
§ 1 3 1 .1 6 0  Sour cream.

(a) Description. Sour cream results 
from the souring, by lactic acid produc­
ing bacteria, of pasteurized cream. Sour 
cream contains not less than 18 percent
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milkfat; except that when the food Is 
characterized by the addition of nutri­
tive sweeteners or bulky flavoring ingre­
dients, the weight of the milkfat is not 
less than 18 percent of the remainder ob­
tained by subtracting the weight of such 
optional ingredients from the weight of 
the food; but in no case does the food 
contain less than 14.4 percent milkfat. 
Sour cream has a titratable acidity of not 
less than 0.5 percent, calculated as lactic 
acid.

(b) Optional ingredients. (1) Safe and 
suitable ingredients that improve texture, 
prevent syneresis, or extend the shelf life 
of the product.

(2) Sodium citratfe in an amount not 
more than 0.1 percent may be added prior 
to culturing as a flavor precursor.

(3) Rennet.
(4) Safe and suitable nutritive sweet­

eners.(5) Salt.
(6) Flavoring ingredients, with or 

without safe and suitable coloring, as 
follows:

(i) Fruit and fruit juice (including 
concentrated fruit and fruit juice).

(ii) Safe and suitable natural and ar­
tificial food flavoring.

(c) Method of analysis. Referenced 
methods in paragraphs (c) (1) and (2) 
of this section are from “Official Meth­
ods of Analysis of the Association of 
Official Analytical Chemists,” 11th Ed., 
1970.a

(1) Milkfat content—“Fat—Official 
Final Action,” section 16.129.

(2) Titratable acidity — “Acidity — 
Official Final Action,” section 16.022.

(d) Nomenclature. The name of the 
food is “Sour cream” or alternatively 
“Cultured sour cream”. The full name of 
the food shall appear on the principal 
display panel of the label in type of uni­
form size, style, and color. The name of 
the food shall be accompanied by a dec­
laration indicating the presence of any 
flavoring that characterizes the product, 
as specified in § 101.22 of this chapter. If 
nutritive sweetener in an amount suffi­
cient to characterize the food is added 
without addition of characterizing fla­
voring, the name of the food shall be pre­
ceded by the word “sweetened”.

(e) Label declaration. Each of the in­
gredients used in the food shall be de­
clared on the label as required by the 
applicable sections of Part 101 of this 
chapter, except that bacterial cultures 
may be declared by the word “cultured” 
followed by the name of the substrate, 
e.g., ̂ ‘cultured cream”.
§ 1 3 1 .1 6 2  Acidified sour cream.

(a) Description. Acidified sour cream 
results from the souring of pasteurized 
cream with safe and suitable acidifiers, 
with or without addition of lactic acid 
producing bacteria. Acidified sour cream 
contains not less than 18 percent milk­
fat; except that when the food is char­
acterized by the addition of nutritive 
sweeteners or bulky flavoring ingredi­
ents, the weight of milkfat is not less 
than 18 percent of the remainder ob­
tained by subtracting the weight of such 
optional ingredients from the weight of 
the food; but in no case does the food

contain less than 14.4 percent milkfat. 
Acidified sour cream has a titratable 
acidity of not less than 0.5 percent, cal­
culated as lactic acid.

(b) Optional ingredients. (1) Safe and 
suitable ingredients that improve tex­
ture, prevent syneresis, or extend the 
shelf life of the product.

(2) Rennet.
(3) Safe and suitable nutritive sweet­

eners.
(4) Salt.
(5) Flavoring ingredients, with or 

without safe and suitable coloring, as 
follows:

(i) Fruit and fruit juice, including 
concentrated fruit and fruit juice.

(ii) Safe and suitable natural and ar­
tificial food flavoring.

(c) Method of analysis. Referenced 
methods in paragraph (c) (1) and (2) of 
this section are from “Official Methods 
of Analysis of the Association of Official 
Analytical Chemists,” 11th Ed., 1970.2

(1) Milkfat content—“Fat—Official 
Final Action,” section 16.129.

(2) Titratable acidity—“Acidity—Offi­
cial Final Action,” section 16.022.

(d) Nomenclature. The name of the 
food is “Acidified sour cream”. The full 
name of the food shall appear on the 
principal display panel of the label in 
type of uniform size, style, and color. The 
name of the food shall be accompanied 
by a declaration indicating the presence 
of any flavoring that characterizes the 
product, as specified in § 101.22 of this 
chapter. If nutritive sweetener in an 
amount sufficient to characterize the 
food is added without addition of char­
acterizing flavoring, the name of the 
food shall be preceded by the word 
“sweetened”.

(e) Label declaration. Each of the in­
gredients used in the food shall be de­
clared on the label as required by the 
applicable sections of Part 101 of this 
chapter, except that bacterial cultures 
may be declared by the word “cultured” 
followed by the name of the substrate, 
e.g., “cultured cream”.
§ 131.164 Sour cream dressing.

(a) Desbription. Sour cream dressing 
is made in semblance of sour cream 
but does not comply with the standards 
of identity for either sour cream under 
§ 131.160 or acidified sour cream under 
§ 131.162. Sour cream dressing contains 
not less than 18 percent milkfat; except 
that when the food is characterized by 
the addition of nutritive sweeteners or 
bulky flavoring ingredients, the weight 
of milkfat is not less than 18 percent of 
the remainder obtained by subtracting 
the weight of such optional ingredients 
from the weight of the food; but in no 
case does the food contain"less than 14.4 
percent milkfat. Sour cream dressing has 
a titratable acidity of not less than 0.5 
percent, calculated as lactic acid. The 
blend of all ingredients used shall be 
pasteurized, except that volatile flavor­
ing substances, enzymes, bacterial cul­
tures, and acidifying agents may be 
added following pasteurization.

(b) Optional ingredients. Safe and 
suitable ingredients may be used in a 
quantity not greater than is reasonably

required to accomplish their intended 
effect.

(c) Method of analysis. Referenced 
methods in paragraph <c) (1) and (2) of 
this section are from “Official Methods of 
Analysis of the Association of Official 
Analytical Chemists,” 11th Ed., 1970.*

(1) Milkfat content—“Fat—Official 
Final Action,” section 16.129.

(2) Titratable acidity—“Acidity—Of­
ficial Final Action,” section 16.022.

(d) Nomenclature. The name of the 
food is-“Sour cream dressing”. The full 
name of the food shall appear on the 
principal display panel of the label in 
type of uniform size, style, and color. The 
name of the food shall be accompanied 
by a declaration indicating the presence 
of any flavoring that characterizes the 
product, as specified in § 101.22 of this 
chapter. If nutritive sweetener in an 
amount sufficient to characterize the 
food is added without addition of char­
acterizing flavoring, the name of the 
food shall be preceded by the word 
“sweetened”,

(e) Label declaration. Each of the in­
gredients used in the food shall be de­
clared on the label as required by the 
applicable sections of Part 101 of this 
chapter, except th a t:

(1) Bacterial cultures may be de­
clared by the word “cultured” followed 
by the name of the substrate, e.g., “cul­
tured cream”.

(2) Concentrated skim milk, nonfat 
dry milk, and reconstituted skim milk 
prepared by addition of water to con­
centrated skim milk or nonfat dry milk 
may be declared as “skim milk”.

(3) Concentrated milk, dry whole 
milk, and reconstituted milk prepared 
by addition of water to concentrated 
milk or dry whole milk may be declared 
as “milk”.

(4) Sweet cream buttermilk, concen­
trated sweet cream buttermilk, and dried 
sweet cream buttermilk, may be declared 
as “buttermilk”.

(5) Cheese whey, concentrated cheese 
whey, and dried cheese whey may be de­
clared as “whey”.

Note.—§ 131.164 (formerly § 18.570) was 
stayed in its entirety at 40 FR 18549, Apr. 29, 
1975.
§ 131.180 Half-and-half.

(a) Description. Half-and-half is the 
food consisting of a mixture of milk and 
cream which contains not less than 10.5 
percent but less than 18 percent milkfat. 
I t is pasteurized or ultra-pasteurized, 
and may be homogenized.

(b) Optional ingredients. The follow­
ing safe and suitable optional ingredients 
may be used:

(1) Emulsifiers.
(2) Stabilizers.
(3) Nutritive sweeteners.
(4) Characterizing flavoring ingredi­

ents (with or without coloring) as 
follows:

(i) Fruit and fruit juice (including 
concentrated fruit and fruit juice).

(ii) Natural and artificial food flavor­
ing.

(c) Methods of analysis. The milkfat 
content is determined by the method
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prescribed in “Official Methods of Analy­
sis of the Association of Official Analyt­
ical Chemists,” 11th Ed., 1970, section 
16.114 under “Fat, Roese-Gottlieb Meth­
od—Official Final Action.” *

(d) Nomenclature. The name of the 
food is “Half-and-half”. The name of 
the food shall be accompanied on the 
label by a declaration indicating the pres­
ence of any characterizing flavoring, as 
specified in § 101.22 of this chapter.

(1) The following terms shall accom­
pany the name of the food wherever it 
appears on the principal display panel or 
panels of the label in letters not less 
than one-half the height of the letters 
used in such name:

(1) The word “ultra-pasteurized” if the 
food has been ultra-pasteurized.

(ii) The word “sweetened” if no char­
acterizing flavor ingredients are used, but 
nutritive sweetener is added.

(2) The following terms may appear on 
the label:

(1) The word “pasteurized” If the food 
has been pasteurized.

(ii) The word “homogenized” if the 
food has been homogenized.

(e) Label declaration. When used in 
the food, each of the ingredients speci­
fied in paragraph (b) of this section 
shall be declared on the label as required 
by the applicable sections of Part 101 of 
this chapter.
§ 131.185 Sour half-and-half.

(a) Description. Sour half-and-half 
results from the souring, by lactic acid 
producing bacteria, of pasteurized half- 
and-half. Sour half-and-half contains 
hot less than 10.5 percent but less than 
18 percent milkfat; except that when the 
food is characterized by the addition of 
nutritive sweeteners or bulky flavoring 
ingredients, the weight of milkfat is not 
less than 10.5 percent of the remainder 
obtained by subtracting the weight of 
such optional ingredients from the 
weight of the food: but in no case does 
the food contain less than 8.4 percent 
milkfat. Sour half-and-half has a titrat- 
able acidity of not less than 0.5 percent, 
calculated as lactic acid.

<b) Optional ingredients. (1) Safe and 
suitable ingredients that improve texture, 
prevent syneresis, or extend the shelf 
life of the product.

(2) Sodium citrate in an amount not 
more than 0.1 percent may be added 
prior to culturing as a flavor precursor.

(3) Rennet.
(4) Safe and suitable nutritive 

sweeteners.
(5) Salt.
(6) Flavoring ingredients, with or 

without safe and suitable coloring, as 
follows:

(i) Fruit and fruit juicer including 
concentrated fruit and fruit juice.

(ii) Safe and suitable natural and 
artificial food flavoring.

(c) Method of analysis. Referenced 
methods in paragraph (c) (1) and (2) of 
this section are from “Official Methods 
of Analysis of the Association of Official 
Analytical Chemists,” 11th Ed., 1970*

(1) Milkfat content—"Fat—Official 
Pinal Action, ” § 16.129.
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(2) Titratable acidity—“Acidity—Offi­
cial Final Action/’ section 16.022.

(d) Nomenclature. The name of the 
food is “Sour half-and-half” or alterna­
tively “Cultured sour half-and-half”. 
The full name of the food shall appear on 
the principal display panel of the label 
in type of uniform size, style, and color. 
The name of the food shall be accom­
panied by a declaration indicating the 
presence of any flavoring that character­
izes the product, as specified in § 101.22 
of this chapter. If nutritive sweetener in 
an amount sufficient to characterize the 
food is added without addition of char­
acterizing flavoring, the name of the 
food shall be preceded by the word 
“sweentened”.

(e) Label declarations Each of the 
ingredients used in the food shall be 
declared on the label - as required by the 
applicable sections of Part 101 of this 
chapter, except that bacterial cultures 
may be declared by the word “cultured” 
followed by the name of the substrate, 
e.g., “cultured cream”.
§ 131.187 Acidified sour half-and-half.

(a) Description. Acidified sour half- 
and-half results from the souring of pas­
teurized half-and-half with safe and 
suitable acidifiers, and with or without 
addition of lactic acid producing bac­
teria. Acidified sour half-and-half con­
tains not less than 10.5 percent but less 
than 18 percent milkfat; except that 
when the food is characterized by the 
addition of nutritive sweeteners or bulky 
flavoring ingredients, the weight of milk­
fat is not less that 10.5 percent of the 
remainder obtained by subtracting the 
weight of such optional ingredients from 
the weight of the food;, but in no case 
does the food contain less than 8.4 per­
cent milkfat. Acidified sour half-and- 
half has a  titratable acidity of not less 
than 0J> percent, calculated as laetic 
acid.

(b) Optional ingredients. CD Safe and 
suitable ingredients to improve texture, 
prevent syneresis, or extend the shelf 
life of the product.

(2) Rennet.
(3) Safe and suitable nutritive sweet­

eners.
‘ (4) sa it .

(5) Flavoring Ingredients, with or 
without safe and suitable coloring, as 
follows :

(i) Fruit and fruit Juice, including 
concentrated fruit and fruit juice.

(ii) Safe and suitable natural and 
artificial food flavoring.

(c) Methods of analysis. Referenced 
methods in paragraph (c) (1) and (2) 
of this section are from “Official Meth­
ods of Analysis of the Association of Of­
ficial Analytical Chemists,** 11th Ed., 
1970.*

(1) Milkfat content—“Fat—Official 
Final Action,” section 16.129.

(2) Titratable acidity—“Acidity—Of­
ficial Final Action,” section 16.022.

<d) Nomenclature. The name of the 
food is “Acidified sour half-and-half”. - 
The full name of the food shall appear 
on the principal display panel of the

14365
label in type of uniform size, style, and 
color. The name of the food shall be 
accompanied by a declaration indicating 
the presence of any flavoring that char­
acterizes the product, as specified in 
§ 101.22 of this chapter. If nutritive 
sweetener in an amount sufficient to 
characterize the food is added without 
addition of characterizing flavoring, the 
name of the food shall be preceded by 
the word “sweetened”.

(e) Label declaration. Each of the 
ingredients used in the food shall be 
declared on the label as required by the 
applicable sections of Part 101 of this 
chapter, except that bacterial cultures 
may be declared by the word “cultured” 
followed by the name of the substrate, 
e.g., “cultured cream”.
§ 131.189 Sour half-and-half dressing.

(a) Description. Sour half-and-half 
dressing is made in semblance of sour 
half-and-half, but does not comply with 
the standards of identity for either sour 
half-and-half under § 131.185 t>r acidi­
fied sour half-and-half under § 131.187. 
Sour half-and-half dressing contains 
not less than 10.5 percent but less than 
18 percent milkfat; except that when the 
food is characterized by the addition of 
nutritive sweeteners or bulky flavoring 
ingredients, the weight of milkfat is not 
less than 10.5 percent of the remainder 
obtained by subtracting the weight of 
such optional ingredients from the 
weight of the food; but in no case does 
the food contain less than 8.4 percent 
milkfat. Sour half-and-half dressing has 
a  titratable acidity of not less than 0.5 
percent, calculated as lactic acid. The 
blend of all ingredients used shall be pas­
teurized, except that volatile flavoring 
substances, enzymes, bacterial cultures, 
and acidifying agents may be added fol­
lowing pasteurization.

(b) Optional ingredients. Safe and 
suitable ingredients may be used in a 
quantity not greater than is reasonably 
required to accomplish their intended 
effect.

(c) Method of analysis. Referenced 
methods in paragraph <c) (1) and (2) of 
this section are from “Official Methods 
of Analysis of the Association of Official 
Analytical Chemists,” 11th Ed., 1970.®

(1) Milkfat content—“Fat—Official 
Final Action,” section 16.129.

(2) Titratable acidity—“Acidity—Of­
ficial Final Action,” section 16.022.

(d) Nomenclature. The name of the 
food is “Sour half-and-half dressing”. 
The full name of the food shall appear 
on the principal display panel of the 
label in type of uniform size, style, and 
color. The name of the food shall be ac­
companied by a declaration indicating 
the presence of any flavoring th a t char­
acterizes the product, as specified i n ' 
§ 101.22 of this chapter. If  nutritive 
sweetener in an amount sufficient to 
characterize the food is added without 
addition of characterizing flavoring, the 
name of the food shall be preceded by 
the word “sweetened”.

(e) Label declaration. Each of the in­
gredients used in the food shall be de­
clared on the label as required by the
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applicable sections of Part 101 of this 
chapter, except that:

(1) B a c t e r ia l  c u ltu re s  m a y  b e d e c la re d  
b y  th e  w o rd  “ c u ltu re d ” fo llo w e d  b y  th e  
n a m e  of th e  su b s tra te , e.g ., “ c u ltu re d  
c r e a m ” .

(2) Concentrated skim milk, nonfat 
dry milk, and reconstituted skim milk 
prepared by addition of water to con­
centrated skim milk or nonfat dry milk 
may be declared as “skim milk”.

(3) Concentrated milk, dry whole 
milk, and reconstituted milk prepared by 
addition of water to concentrated milk 
or dry whole- milk may be declared as 
“milk”.

(4) Sweet cream buttermilk, concen­
trated sweet cream buttermilk, and dried 
sweet cream buttermilk may be declared 
as “buttermilk”.

(5) , Cheese whey, concentrated cheese 
whey, and dried cheese whey may be 
declared as “whey”.

PART., 133— CHEESES AND RELATED 
CHEESE PRODUCTS

Subpart A—General Provisions
Sec.-
133.3 Definitions.
133.10 Notice to . manufacturers, packers, 

and distributors of pasteurized 
blended cheese, pasteurized proc­
ess cheese, cheese food, cheese 
spread, and related foods.

Subpart B— Requirements for Specific Standard­
ized Cheese and Related Cheese Products

133.102 Asiago fresh and asiago soft cheese.
133.103 Asiago medium cheese.
133.104 Asiago old cheese.
133.106 Blue cheese.
133.108 Brick cheese.
133.109 Brick cheese for manufacturing. 
133.111 Caciocavallo siciliano cheese.
133.113 Cheddar cheese.
133.114 Cheddar cheese for manufacturing. 
133.116 Low sodium Cheddar cheese.
133.118 Colby cheese.
133.119 Colby cheese for manufacturing. 
133.121 Low sodium colby cheese.
133.123 Cold-pack and club cheese.
133.124 Cold-pack cheese food.
133.125 Cold-pack cheese food with fruits,

vegetables, or meats.
133.127 Cook cheese, koch kaese.
133.128 Cottage cheese.
133.129 Dry curd cottage cheese.
133.131 Lowfat cottage cheese.
133.133 Cream cheese.
133.134 Cream cheese with other foods:
133.136 Washed curd and soaked curd

cheese.
133.137 Washed curd cheese for manufac­

turing.
133.138 Edam cheese.
133.140 Gammelost cheese.
133.141 Gorgonzola cheese. ^  ..
133.142 Gouda cheese.
133.144 Granular and stirred curd cheese.
133.145 Grahular cheese for manufacturing.
133.146 Grated cheeses.
133.147 Grated American cheese food.
133.148 Hard grating cheeses.
133.149 Gruyere cheese.
133.150 Hard cheeses.
133.152 Limburger cheese,
133.153 Monterey cheese and monterey Jack

cheese.
133.154 High-moisture jack cheese.
133.155 Mozzarella cheese and scamorza

cheese.
133.156 Low-moisture mozzarella and sca­

morza cheese. .
133.157 Part-skim mozzarella and scamorza

cheese.

Sec.
133.158 Low-moisture part-skim mozzarella 

and scamorza cheese.
133.160 Muenster and .munster cheese.
133.161 Muenster and munster cheese for

manufacturing.
133.162 Neufchatel cheese.
133.164 Nuworld cheese.
133.165 Parmesan and reggiano cheese.
133.167 Pasteurized blended cheese.
133.168 Pasteurized blended cheese with

fruits, vegetables, or meats.
133.169 Pasteurized process cheese.
133.170 Pasteurized process cheese with

fruits, vegetables, or meats.
133.171 Pasteurized process pimento cheese.
133.173 Pasteurized process cheese food.
133.174 Pasteurized process cheese food with

fruits, vegetables, or meats.
133.175 Pasteurized  cheese spread.
133.176 . Pasteurized cheese spread with

fru its , vegetables, or m eats.
133.178 Pasteurized " neufchatel cheese

spread with other foods.
133.179 Pasteurized process cheese spread.
133.180 Pasteurized process cheese spread

with fruits, vegetables, or meats.
133.181 Provolone and pasta filata cheese.
133.182 Soft ripened cheeses.
133.183 Romano cheese.
133.184 Roquefort, sheep’s milk blue-mold,

and blue-mold cheese from 
sheep’s milk. —

133.185 Samsoe cheese.
133.186 Sap sago cheese.
133.187 Semisoft cheeses.
133.188 Semisoft part-skim cheeses.
133.189 Skim milk cheese for manufactur­

ing.
133.190 Spiced cheeses.
133.191 Part-skim spiced cheeses.
133.193 Spiced, flavored standardized 

cheeses.
133.195 Swiss and emmentaler cheese.
133.196 Swiss cheese for manufacturing. v

A u t h o r i t y :  Secs. 401, 701, 52 Stat. 1046 as 
amended, 1055-1056 as amended (21 U.S.C. 
341, 371) unless otherwise indicated.

Subpart A— General Provisions
§ 133.3 Definitions.

For the purposes of this part, the 
phrase “safe and suitable” when used to 
describe ingredients of cheese or cheese 
products means that such ingredients 
shall be functionally suitable substances 
that are not food additives as defined in 
section 201 (s) of the Federal Food, Drug, 
and Cosmetic Act; or if they are food 
additives as so defined, they shall be 
used in conformity with regulations es­
tablished pursuant to section 409 of the 
act. *
§ 133.10 Notice to manufacturers, pack­

ers, and distributors o f  pasteurized 
blended cheese, pasteurized process 
cheese, cheese food, cheese spread, 
and related foods.

(a) Definitions and standards of iden­
tity have recently been promulgated 
under the authority of the Federal Food, 
Drug, and Cosmetic Act for a number of 
foods made in part from cheese, includ­
ing pasteurized process cheese; pasteur­
ized process cheese with fruits, vegeta­
bles, or meats; pasteurized blended 
cheese; pasteurized process cheese food; 
pasteurized process cheese spread, and 
related foods. These standards pre­
scribe the name for each such food. The 
act requires that this name appear on 
the label. Many of these names consist 
of several words. In. the past it has been

the practice of some manufacturers to 
subordinate the words “pasteurized,” 
“blended,” “process,” “food,” and 
“spread” to give undue prominence to 
the word “cheese” and to words naming 
the variety of cheese involved.

(b) When placing the names of these 
foods on labels so as to comply with the 
requirements of section403 (a), (f), and
(g) of the act, all the words forming the 
name specified by a definition and stand­
ard of identity should be given equal 
prominence. This can readily be ac­
complished by printing the specified 
name of the food in letters of the same 
size, color, and style of type, and with 
the same background.

(c) Where the names , of optional in­
gredients are required to appear on the 
label, the designations of all such in­
gredients should be given equal prom­
inence. The names of the optional 
ingredients should appear prominently 
and conspicuously but should not be dis­
played with greater prominence than 
the name of the food. The word “con­
tains” may precede the names of the 
optional ingredients, and when so used 
will not be considered as intervening 
printed matter between name of food 
and name of optional ingredients re­
quired to be placed on the label.

(d) Where a manufacturer elects to 
include a label statement of fat and 
moisture content, the declaration should 
be on the basis of the food as marketed. 
A fat declaration on a moisture-free 
basis is likely to be misleading, and 
should not be used in labeling.
Subpart B— Requirements for Specific 
Standardized Cheese and Related Products
§ 133.102 Asiago fresh and asiago soft 

cheese.
(a) Asiago fresh cheese, asiago soft 

cheese, is the food prepared from milk 
and other ingredients specified in this 
section, by the procedure set forth in 
paragraph (b) of this section, or by 
another procedure which produces a 
finished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used. 
It contains not more than 45 percènt of 
moisture, and its solids contain not less 
than 50 percent of milk fat, as deter­
mined by the methods prescribed in 
§ 133.113<c). It is cured for not less than 
60 days.

(b) Milk which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid producing bacteria, 
present in such milk or added thereto. 
Harmless artificial blue or green color­
ing in a quantity which neutralizes any 
natural yellow coloring in the curd may 
be added. Sufficient rennet, or other safe 
and suitable milk-clotting enzyme that 
produces equivalent curd formation, or 
both, with or without purified calcium 
chloride in a quantity not more than 0.02 
percent (calculated as anhydrous calci­
um chloride) of the weight of the milk, is 
added to set the milk to a semisolid mass. 
The mass is cut, stirred, and heated to 
promote and regulate separation of the
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whey from the curd. The whey is 
drained off. When the curd is sufficient­
ly firm it is removed from the kettle or 
vat, further drained for a short time, 
packed into hoops, and pressed. The 
pressed curd Is salted in brine and cured 
in a well-ventilated room. During cur­
ing the surface of the cheese is occasion­
ally rubbed with a vegetable oil. A 
harmless preparation of enzymes of 
animal or plant origin capable of aiding 
in the curing or development of flavor 
of asiago fresh cheese may be added 
during the procedure in such quantity 
that the weight of the solids of such 
preparation is not more than 0.1 percent 
of the weight of the milk used.

(c) (1) For the purposes of this sec­
tion, the word “milk” means cow’s milk, 
which may be adjusted by separating 
part of the fa t therefrom or by adding 
thereto one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk, water in a quan­
tity sufficient to reconstitute any con­
centrated skim milk or nonfat dry milk 
used.

(2) Such milk may be bleached by the 
use of benzoyl peroxide or a mixture of 
benzoyl peroxide with potassium alum, 
calcium sulfate, and magnesium carbon­
ate; but the weight of the benzoyl per­
oxide is not more than 0.002 percent of 
the weight of the milk bleached, and.the 
weight of the potassium alum, calcium 
sulfate, and magnesium carbonate, 
singly or combined, Is not more than six 
times the weight of the benzoyl peroxide 
used. If milk is bleached in this manner, 
sufficient vitamin A is added to the curd 
to compensate for the vitamin A or its 
precursors destroyed in the bleaching 
process, and artificial coloring is not 
used.

(d) Asiago fresh cheese in the form of 
slices or cuts in consunfer-sized packages 
may contain an optional mold-inhibiting 
ingredient consisting of sorbic acid, po­
tassium sorbate, sodium sorbate, or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid.

(e) (1) (i) if  asiago fresh cheese in
sliced or cut form contains an optional 
mold-inhibiting ingredient as specified 
in paragraph (d) of this section, the la­
bel shall bear the statement “___ ___ _
added to retard mold growth” or “__
__-.added as a preservative”, the blank 
being filled in with the common name or 
names of the mold-inhibiting ingredient 
or ingredients used.

(ii) If the milk is bleached, the label 
shall bear the statement “Milk bleached 
with benzoyl peroxide”.

(2) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the statement speci­
fied in this section, showing the optional 
ingredient used, shall immediately and 
conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter.
§ 133.103 Asiago medium cheese.

Asiago medium cheese conforms to the 
definition and standard of Identity and

is subject to the requirements for label 
statement of optional ingredients pre­
scribed by § 133.102 for asiago fresh 
cheese, except that it contains not more 
than 35 percent moisture, its solids con­
tain not less than 45 percent of milk fat, 
and it 1s cured for not less than € 
months.
§ 133.104 Asiago old cheese.

Asiago old cheese conforms to the 
definition and standard of identity and 
is subject to the requirements for label 
statement of optional ingredients pre­
scribed by § 133.102 for asiago fresh 
cheese, except that it contains not more 
than 32 percent moisture, its solids con­
tain not less than 42 percent of milk fat, 
and it is cured for not less than 1 year.
§ 133.106 Blue cheese.

(a) Blue cheese is the food prepared 
from milk and other ingredients speci­
fied in this section, by the procedure set 
forth In paragraph (b) of this section, or 
by another procedure which produces a 
finished cheese having the same physical 
and chemical properties as “the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used. 
I t  is characterized by the presence of 
bluish-green mold throughout the 
cheese. It contains not more than 46 
percent moisture, and its solids contain 
not less than 56 percent of milk fat, as 
determined by the methods prescribed 
in §133.113(c). I t  is not less than 60 
days old.

(b) Milk, which may be pasteurized 
or clarified or both, which may be 
warmed, and which may be homogenized, 
is subjected to the action of harmless 
lactic-acid producing bacteria, present in 
such milk or added thereto. Harmless 
artificial green or blue coloring In a 
quantity which neutralizes any natural 
yellow coloring in the curd may be added. 
Sufficient rennet, or other safe and suit­
able milk-clotting enzyme th a t produces 
equivalent curd formation, or both, with 
or without purified calcium chloride in 
a quantity not more than 0.62 percent 
(calculated as anhydrous calcium chlo­
ride) of the weight of the milk, Is added 
to set the milk to a semisolid mass. The 
mass is cut into smaller portions and al­
lowed to stand for a  time. The mixed curd 
and whey is placed in forms permitting 
further drainage. While being placed In 
forms, spores of the mold Penicillium 
roquefortii are added. The forms are 
turned several times during drainage. 
When sufficiently drained, the shaped 
curd is removed from the forms and 
salted with dry salt or brine. Perfora­
tions are then made in the shaped curd, 
and it is held at a temperature of ap­
proximately 56° P, a t 66 to 95 percent 
relative humidity, until the characteris­
tic mold growth has developed. During 
storage the surface of the cheese may be 
scraped to remove surface growth of un­
desirable microorganisms. The rind of 
the cheese may be coated with a vege­
table food fat or oil (which may be hy­
drogenated) , or any combination of two 
or more such articles. A harmless 
preparation of enzymes of animal or * 
plant origin capable of aiding in the cur­

ing or development of flavor of blue 
cheese may be added during the proce­
dure, in such quantity that the weight of 
the solids of such preparation is not more 
than 6.1 percent of the weight of the 
milk used.

(c) For the purposes of this section:
(1) The word “milk” means cow’s milk.
(2) Such milk may be bleached by the 

use of benzoyl peroxide or a mixture of 
benzoyl peroxide with potassium alum, 
calcium sulfate, and magnesium carbon­
ate; but the weight of the benzoyl 
peroxide is not more than 6.662 percent 
of the weight of the milk being bleached, 
and the weight of the potassium alum, 
calcium sulfate, and magnesium car­
bonate, singly or combined, is not more 
than six times the weight of the benzoyl 
peroxide used. If milk is bleached in this 
manner, vitamin A is added to the curd 
in such quantity as to compensate for 
the vitamin A or its precursors destroyed 
in the bleaching process, and artificial 
coloring is not used.
/  (3) Such milk may be adjusted by 
separating part of the fat therefrom or 
by adding (me or more of the following: 
Cream, cream which has been treated 
in the manner provided in paragraph 
<c) (2) of this section, concentrated skim 
milk, nonfat dry milk, water sufficient 
to reconstitute any concentrated skim 
milk or nonfat dry milk used.

(d) The food may have applied to its 
surface an optional mold-inhibiting in­
gredient consisting of sorbic acid, potas­
sium sorbate, sodium sorbate, or any 
combination of two or more of these in 
an amount not to exceed 6.3 percent by 
weight, calculated as sorbic acid.

(e) J1) If the milk used is bleached, 
the label shall bear the statement “milk 
bleached with benzoyl peroxide”.

(2) If the food contains an optional 
mold-inhibiting ingredient as specified 
in paragraph (d) of this section, the
label shall bear the statement “_____
— .—  added to retard surface mold
growth” or “------ --------- added as a
preservative”, the blank being filled in 
with the common name or names of the 
mold-inhibiting ingredient or ingredients 
used.

(3) Whenever the name of the food 
appears on the label so conspicuously 
as to be easily seen under customary 
conditions of purchase, the words and 
statements prescribed in this paragraph 
showing the optional ingredients used 
shall immediately and conspicuously pre­
cede or follow such name without in­
tervening written, printed, or graphic 
matter.
§ 133.108 Brick cheese.

(a) -Brick cheese is the food prepared 
from milk and other ingredients specified- 
in this section, by the procedure set forth 
in paragraph (b) of this section, or by 
another procedure which produces a  
finished cheese having the same physi­
cal and chemical properties as the 
cheese produced when tile procedure set 
forth in paragraph Cb) of this section is 
used. I t  contains not more than 44 per­
cent of moisture, and its solids contain 
not less than 56 percent of rniUr fat, as 
determined by the methods prescribed
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in § 133.113(c). if  the milk used is not 
pasteurized, the cheese so made is cured 
a t a temperature of not less than 35° F 
for not less than 60 days.

(b) Miik, which may be pasteurized or 
clarified or both, is brought to a temper­
ature of about 88° F and subjected to the 
action, of harmless lactic-acid-producing 
bacteria, present in sudi milk or added 
thereto. Harmless artificial coloring 
may be added. Sufficient rennet, or other 
safe and suitable milk-clotting enzyme 
that produces equivalent curd formation, 
or both, with or without purified calcium 
chloride in a quantity not more than 0.02 
percent (calculated as anhydrous cal­
cium chloride) of the weight of the milk, 
is added to set the milk to a semisolid 
mass. The mass is cut into cubes with 
sides approximately %-inch long, and 
stirred and heated so that the tempera­
ture rises slowly to about 96° F. The stir­
ring is continued until the curd is suffi­
ciently firm. Part of the whey is then 
removed, and the mixture diluted with 
water or salt brine to control the acidity. 
The curd is transferred to forms, and 
drained. During drainage it is pressed 
and turned. After drainage the curd is 
salted, and the biological curing agents 
characteristic of brick cheese are applied 
to the surface. The cheese is then cured 
to develop the characteristics of brick 
cheese. A harmless preparation of 
enzymes of animal or plant origin ca­
pable of aiding in the curing or develop­
ment of flavor of brick cheese may be 
added during the procedure, in such 
quantity that the weight of the solids 
of such preparation is not more than 0.1 
percent of the weight of the milk used.

(c) For the purposes of this section:
(1) The word “milk” means cow’s 

milk, which may be adjusted by separat­
ing part of the fat therefrom or by add­
ing thereto one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk, water in a quan­
tity sufficient to reconstitute any concen­
trated skim milk or nonfat dry milk used.

(2) Milk shall be deemed to have been 
pasteurized if it has been held a t a tem­
perature of not less than 143° F for a 
period of not less than 30 minutes, or 
for a time and a t a temperature equiva­
lent thereto in phosphatase destruction. 
Brick cheese shall be deemed not to have 
been made from pasteurized milk if 0.25 
gm. shows a phenol equivalent of more 
than 5 micrograms when tested by the 
method prescribed in §133.113(f).

(d) Brick cheese in the form of slices 
or cuts in consumer-sized packages may 
contain an optional mold-inhibiting in­
gredient consisting of sorbic acid, potas­
sium sorbate, sodium sorbate, or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid.

(e) (1) If brick cheese in sliced or cut 
form contains an optional mold-inhibit­
ing ingredient as specified in paragraph
(d) of this section, the label shall bear
the statement “_______added to retard
mold growth” or _____ added as a
preservative”, the blank being filled in 
with the common name or names of the 
mold-inhibiting ingredient or ingredients' 
used.
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(2) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the statement speci­
fied in this section, showing the optional 
ingredient used, shall immediately and 
conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter.
§ 133.109 Brick cheese for manufac­

turing.
Brick cheese for manufacturing con­

forms to the definition and standard of 
identity for brick cheese prescribed by 
§ 133.108, except that the milk is not pas­
teurized, curing is not required, and the 
provisions of paragraph (d) of that sec­
tion do not apply.
§ 133.111 Caciocavallo siciliano cheese.

(a) Caciocavallo siciliano cheese is 
the food prepared from cow’s milk or 
sheep’s milk or goat’s milk or mixtures 
of two or all of these and other ingredi­
ents specified in this section, by the 
procedure set forth in paragraph (b) of 
this section, or by another procedure 
which produces a finished cheese having 
the same physical and chemical prop­
erties as the cheese produced when the 
procedure set forth in paragraph (b) 
of this section is used. I t  has a stringy 
texture, and is made in oblong shapes. 
I t  contains not more than 40 percent of 
moisture, and its solids contain not less 
than ‘42 percent milk fat, as determined 
by the methods prescribed in § 133.113 
(c>. I t  is cured for not less than 90 days 
a t a temperature of not less than 3j>° F.

(b) Milk, which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto. 
Harmless artificial-blue or green coloring 
in a quantity which neutralizes any 
natural yellow coloring in the curd may 
be added. Sufficient rennet, rennet paste, 
extract of rennet paste, or other safe and 
suitable milk-clotting enzyme that pro­
duces equivalent curd formation, singly 
or in any combination (with or without 
purified calcium chloride in a quantity 
not more than 0.02 percent, calculated 
as anhydrous calcium chloride, of the 
weight of the milk) is added to set the 
milk to a semisolid mass. The mass is 
cut, stirred, and heated so as to pro­
mote and regulate the separation of 
whey from curd. The whey is drained 
off, and the curd is removed to another 
vat containing hot whey, in which it is 
soaked for several hours. This whey 
is withdrawn, the curd is allowed to 
mat, and is cut into blocks. These are 
washed in hot whey until the desired 
elasticity is obtained. The curd is 
removed from the vat, drained, pressed 
into oblong forms, dried, and salted in 
brine, and cured. It may be paraffined. 
A harmless preparation of enzymes of 
animal or plant origin capable of aiding 
in the curing or development of flavor of 
caciocavallo . siciliano cheese may be 
added during the procedure, in such 
quantity that the weight of the solids of 
such preparation is not more than 0.1 
percent of the weight of the milk used.

' (c) (1) For the purposes of this sec­
tion, the word “milk” means cow’s milk 
or goat's milk or sheep’s milk or mix­
tures of two or all of these. Such milk 
may be adjusted by separating part of 
the fa t therefrom or (in the case of 
cow’s milk) by adding one or more of 
the following: Cream, skim milk, con­
centrated skim milk, nonfat dry milk; 
(in the case of goat’s milk) the cor­
responding products from goat’s milk; 
(in the case of sheep’s milk) the cor­
responding products from sheep’s milk; 
water in a quantity sufficient to recon­
stitute any such concentrated or dried 
products used.

(2) Such milk may be bleached by 
the use of benzoyl peroxide or a mixture 
of benzoyl peroxide with potassium 
alum, calcium sulfate, and magnesium 
carbonate; but"the weight of the benzoyl 
peroxide is not more than 0.002 percent 
of the weight of the milk bleached, and 
the weight of the potassium alum, cal­
cium sulfate, and magnesium carbonate, 
singly or combined, is not more than six 
times the weight of the benzoyl peroxide 
used. If milk is bleached in this manner, 
sufficient vitamin A Is added to the curd 
to compensate for the vitamin A or its 
precursors destroyed in the bleaching 
process, and artificial coloring is not 
used.

(d) Caciocavallo siciliano cheese in the 
form of slices or cuts in consumer-sized 
packages may contain an optional mold- 
inhibiting ingredient consisting of sorbic 
acid, potassium sorbate, sodium sorbate, 
or any combination of two or more of 
these, in an amount not to exceed 0.3 
percent by weight, calculated as sorbic 
acid.

(e) (1) When caciocavallo siciliano 
cheese is made solely from cow’s milk, 
the name of such cheese is “caciocavallo 
siciliano cheese”. When made from 
sheep’s milk or goat’s milk or mixtures 
of these, or one or both of these with 
cow’s milk, the name is followed by the
words “made f r o m ___the blank
being filled in with the name or names 
of the milks used, in order of predomi­
nance by weight.

(2) (i) If caciocavallo siciliano cheese 
in sliced or cut form contains an optional 
mold-inhibiting ingredient as specified 
in paragraph (d) of this section, the label
shall bear the statement “_______added
to retard mold growth” or
added as a preservative”, the blank being 
filled in with the common name or names 
of the mold-inhibiting, ingredient or in­
gredients used.

(ii) If the milk used is bleached, the 
iabel shall bear the statement, “Milk 
bleached with benzoyl peroxide”.

(3) Wherever, the name of the food 
appears on the label so conspicuously as 
to be easily seem under customary con­
ditions of purchase, the words and state­
ments prescribed by this section, showing 
the optional ingredient used, shall im­
mediately and conspicuously precede or 
follow such name, without intervening 
written, printed, or graphic matter.
§ 1 3 3 .1 1 3  Cheddar cheese.

(a) Cheddar cheese, cheese, is the 
food prepared from milk and other

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



RULES AND REGULATIONS
ingredients specified in this section, by 
the procedure set forth in paragraph (b) 
of this section, or by another procedure 
which produces a finished cheese having 
the same physical and chemical proper­
ties as the cheesqjproduced when the pro­
cedure set forth in paragraph (b) of this 
section is used. It contains not more 
than 39 percent of moisture, and its sol­
ids contain not less than 50 percent of 
milk fat, as determined by the methods 
prescribed in paragraph (c) of this sec­
tion. If tiie milk used is not pasteurized, 
the cheese so made is cured at a tem­
perature of not less than 35° P for not 
less than 60 days.

(b) Milk, which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto. 
Harmless artificial coloring may be 
added. Sufficient rennet, yor other safe 
and suitable milk-clotting enzyme that 
produces equivalent curd formation, or 
both, with or without purified calcium 
chloride in a guantity not more than 0.02 
percent (calculated as anhydrous calcium 
chloride) of the weight of the milk, is 
added to set the milk to a semis'olid mass. 
The mass is so cut, stirred, and heated 
with continued stirring, as to promote 
and regulate the separation of whey and 
curd. The whey is drained off, and the 
curd is matted into a cohesive mass. The 
mass is cut into slabs, which are so piled 
and handled as to promote the drainage 
of whey and the development of acidity. 
The slabs are then cut into pieces, which 
may be rinsed by sprinkling or pouring 
water over them, with free and continu­
ous drainage; but the duration of such 
rinsing is so limited that only the whey 
on the surface of such pieces is removed. 
The curd is salted, stirred, further 
drained, and pressed into forms. A 
harmless preparation of enzymes of ani­
mal or plant origin capable of aiding in 
the curing or development of flavor of 
Cheddar cheese may be added during the 
procedure, in such quantity that the 
weight of the solids of such preparation 
is not more than 0.1 percent of the 
weight of the milk used.

(c) Determine moisture by the method 
prescribed on page 262 (15.124) [Ed. 
note, 10th edition, 1965, p. 247, sec. 
15.15’7], under “Moisture—Official,” and 
milk fat by the method prescribed on 
page 263 (15.131) [Ed. note, 10th edition, 
1965, p. 248, sec. 15.1641, under “Fat— 
Official,” of “Official Methods of Anal­
ysis of the Association of Official Agri­
cultural Chemists,” Seventh Edition, 
1950. Subtract the percent of moisture 
found from 100; divide the remainder 
into the percent milk fat found. The 
quotient, multiplied by 100, shall be 
considered to be the percent of milk fat 
contained in the solids.

(d) Cheddar cheese in the form of 
slices or cuts in consumer-sized packages 
may contain an optional mold-inhibiting 
ingredient consisting of sorbic acid, 
potassium sorbate, sodium sorbate, or 
any combination of two or more of these, 
m an, amount not to exceed 0.3 percent 
by weight, calculated as sorbic acid.

(6) For the purposes of this section:
(1) The word “milk” means cow’s

milk, which may be adjusted by separat­
ing part of the fat therefrom or by add­
ing thereto one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk, water in a quan­
tity sufficient to reconstitute any con­
centrated skim milk or nonfat dry milk 
used.

(2) Milk shall be deemed to have been 
pasteurized if it has been held at a tem­
perature of not less than 143° F for a 
period of not less than 30 minutes, or 
for a time and at a temperature equiva­
lent thereto in phosphatase destruction. 
Cheddar cheese shall be deemed not to 
have been made from pasteurized milk 
if 0.25 gm. shows a phenol equivalent of 
more than 3 micrograms when tested by 
the method prescribed in paragraph (f) 
of this section.

(3) During the cheese-making process 
the milk may be treated with hydrogen 
peroxide solution followed by addition of 
a suitable catalase preparation to elimi­
nate the hydrogen peroxide. The hy­
drogen peroxide solution shall comply 
with the specifications of the United 
States Pharmacopeia, except that it may 
exceed the concentration specified there­
in and it does not contain added preserv­
ative. The amount of the hydrogen per­
oxide solution used shall N be such that 
the weight of the hydrogen peroxide 
added thereby does not exceed 0.05 per­
cent of the weight of the milk treated. 
The catalase preparation used shall be 
stable, and in potency, for eliminating 
added hydrogen peroxide from milk, it 
shall not be less than equivalent to liver- 
catalase preparation testing 100 Keil 
units per gram. It shall be either a 
preparation that is not a food additive 
within the meaning of section 201 (s) of 
the Federal Food, Drug, and Cosmetic 
Act, or a preparation that it is a food ad­
ditive but which is used in conformity 
with regulations promulgated pursuant 
to the authority of section 409 of the act. 
The amount of catalase preparation used 
shall be such that the weight of the cata­
lase added thereby does not exceed 20 
parts per million of the weight of the 
milk treated.

if) The method referred to in para­
graph (e) (2) of this section is as fol­
lows:

1. Reagents—1. Buffers—a. Barium, borate- 
hydroxide buffer. Dissolve 25.0 gm. of c. p. 
barium hydroxide (Ba(OH)2 • 8H20 , fresh, 
not deteriorated) in distilled water and di­
lute to 500 ml. Dissolve, in another flask or 
cylinder, 11.0 gm. of c. p., boric acid (H3BOa) 
and dilute to 500 ml. Warm each to 50° C 
(122° F ), mix the two together, stir, cool to 
approximately 20° C (68° F), filter and stop­
per the filtrate tightly (pH approximately 
10.6). The buffer prepared thus is desig­
nated as the 25-11 buffer, the figures indi­
cating the grams per liter of each of the 
respective reagents.

b. Color-development buffer. Dissolve 6.0 
gm. of sodium metaborate (NaB02) and 20 
gm. of sodium chloride in water and dilute to 
a liter with water (pH 9.8).

c. Color-dilution buffer. Dilute 100 ml. of
color-development buffer 1-b to a liter with 
water. •

d. Standard borax buffer, 0.01-molar, for 
checking pH meter, pH 9.18 at 25° C.1 Dis-

iA ll pH values reported herein were de­
termined at 25° C or corrected to that 
temperature.
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solve 0,9544 gm. of pure borax (Bureau of 
Standards Sample 187) in  distilled water 
(distilled recently or freshly boiled and 
cooled) and dilute to 250 ml. Keep stop­
pered tightly.

2. Buffer substrates. Specify phenol-free 
crystalline disodium phenyl phosphate.

a. For evaluating pasteurization. Dissolve 
0.10 gm. of the phenyl phosphate in 100 ml 
of the appropriate (table 1) barium borate- 
hydroxide buffer 1-a.

b. For quantitative results with raw-milk 
cheese. Dissolve 0.20 gm. of the phenyl phos­
phate in 100 ml. of the appropriate (table 1) 
barium borate-hydroxide buffer 1-a.

3. Protein précipitants—a. Zinc-copper 
precipitant for unripened . cheese. Dissolve 
6.0 gm. of zinc sulfate (ZnSCX • 7H-0) and 
0.1 gm. of copper sulfate (CuSO-t • 5HlO) in 
water and dilute to 100 ml. with water. The 
precipitant prepared thus is designated as 
the 6.0—0.1 precipitant.

b. Zinc precipitant for ripened cheese. 
Dissolve 6.0 gm. of zinc sulfate in water and 
dilute, to 100 ml, with water. This pre­
cipitant is designated as the 6.0 precipitant.

4. BQC (2,6-dibromoquinone-chloroimine 
solution) (Gibbs’ reagent) : Dissolve 40 mg. 
of BQC powder in 10 ml. of absolute methyl 
alcohol and transfer to a dark-colored drop­
per bottle. This reagent remains stable for 
at least a month if kept in the ice tray of a 
refrigerator. Do not use it after it begins to 
turn brown.

5. Other reagents—a. Copper sulfate, 0.05 
percent, for standards. Dissolve 0.05 gm of 
copper sulfate in water and dilute to 100 ml.

b. Butyl alcohol. Specify n-butyl alcohol, 
boiling point 116°-118° C. To adjust the pH, 
mix 50 ml. of the color-development buffer 
1-b with a liter of the bqtyl alcohol.

6. Phenol standards—a. Stock solution. 
Weigh accurately 1.0 gm. of pure phenol, 
transfer to a liter volumetric flask, dilute 
to a liter with water, and mix. One ml. con­
tains 1 mg. (0.001 gm.) of phenol. Use this 
stock solution to prepare standard solutions. 
It is stable for several months in the re­
frigerator.

b. Preparation of standards. Dilute 10.0 
ml. of the stock solution 6-a to a liter with 
water, and mix. One ml. contains 10 micro­
grams (0.00001 gm., 10 gammas, or 10 units) 
of phenol. Use this standard solution to 
prepare more dilute standard solutions; e.g., 
dilute 5, 10, 30, and 50 ml. to 100 ml. with 
water to prepare standard solutions contain­
ing 0.5, 1.0, 3.0, and 5.0 gammas or units of 
phenol per milliliter, respectively. Keep 
standard solutions in the refrigerator.

In a similar manner, prepare from the 
stock solution such more concentrated 
standard solutions as may be needed, con­
taining, for example, 20, 30, and 40 units 
per milliliter.

Measure appropriate quantities of the 
phenol standard solution into a series of 
tubes (preferably graduated at 5.0 and 10.0 
ml.) to provide a suitable range of stand­
ards as needed, containing 0 (control blank), 
0.5, 1.0, 3.0, 5.0, 10.0, etc., to 30 or 40 units. 
To increase the brightness of the blue color 
and improve the stability of the standards 
add 1.0 ml. of 0.05 percent copper sulfate 
solution 5-a to each.

Add 5.0 ml. of color dilution buffer 1-c and 
add water to bring the volume to 10.0 ml. 
Add 4 drops (0.08 ml.) of BQC 4, mix, and 
allow to develop for 30 minutes at room 
temperature. If the butyl alcohol ex­
traction method is to be used in the test, 
extract the ̂ standards as described under III 
Conducting the Test.

Bead the color intensities with a photom­
eter, subtract the value of the blank from 
the value of each phenol standard, and pre­
pare a standard curve (straight line). When 
the standards are to be used for visual com­
parisons they should be stored in a refrig­
erator.
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Table I.—Phosphatase test modifications for different kinds of cheese and cheese of
different ages

Buffer for
Kind of cheese Age or extent of curing; other details optimal PrecipitantpH (685-

10.20)

Cheddar, granular, stirred curd, hard cheese.

Washed curd, soaked curd, colby....--------

Swiss, gray ere.------------------ -----

Brick, muenster.. —  --- — —  ---—  -

-Edam, gouda.___ _____—------■------------- -

Blue mold, blue_____

Camembert, limburger.

M onterey----------

High-moisture jack....  

Provolone, pasta filata.

Parmesan, reggiano, monte, modena, romano, 
asiago old.

Asiago fresh................... -g---------
Asiago medium- ---------------------- -

Gorgonzola_________ ____ --Cottage, cook cheese, koch kaese.

1 week________ -
1 week-lH mo_____;-----
lJi-4 mo_____________
4 m o ..._______
1 w eek .i.._____!---------
1 week-2 mo_________ -
2 mo___ ;_______li»__
1 w eek.._____
1 week-1 mo____ ;-------
1-3 mo_____________ _
3 mo__ ________ _____
1 week___,_______  —
1 week-1 m o..________
1- 2 mo___ ....________
2 mo_______________
1 w eek.'...-----------------
1 week-2 m o.. - ______ _
2- 4 mo____ _____. . . . . . .
4 mo..._____ .______
1 week____ _______
1 week-1 m o._____ ___
1-4J3 mo_________ _
4)4 mo______________
1 w eek...________. —
1 week-1 mo_________
1-2 mo_____________

• 2 mo_______ _____ :—
1 w eek...______---------
1 week-2 m o ..._______
2 mo. ____________ «—

‘1 week______________
1 week-2J4 mo________
2J4 mo---------------------

. 1 week______________
1 week-1 mo---- ----------
1- 3 mo______________
3 mo________ _______
1 week____ ____ «--+*-
1 week-2 mo_________
2- 6 mo__ ___________
6 mo-1 yr___________
Same as Cheddar.
1 week______ :
1 week-1 m o....
1-3 mo.._____
3 mo...___;---
Same as blue__
Dry....______
Moist.. 1___—

Cream eheese—...----- -—-------------- --------- ' --------
Semisoft cheese--------—..... ............................ Iw llk-lm o.-

1 mo.._____ -
Soft ripened cheese........ - ........——----------- \

1 mo__ ■—___
Nokkelost, kuminost, sage cheese.......... — ------- \

1J4-4 mo____
4 mo.

Pasteurized process, pasteurized process pimento, 
pasteurized process with fruits, meats, etc.

Soft, mild__ s_________ ___ ____
Medium, firm ..._____________---Firm, sharp (including swiss, grayere).

Pasteurized process cheese foods; pasteurized 
process cheese foods with fruits, meats, etc»

Pasteurized process cheese spreads; pasteurized 
process cheese spreads with hints, meats, etc.

Cold-pack, dub; cold-pack cheese foods; cold-pack 
cheese foods with fruits, meats, etc.

/Same as pasteurized process..:— -—  
Soft, high moisture, including cream 

spreads.Less soft, including blue—------.-----
Mild to medium flavored, soft.-------

; Sharp, firm .....----------------------

«25-1125- 1126- 11 27-11 25-1125- 1126- 11 25-1125- 1126- 11 27-41 25-11 25-1125- 1126- 11 25-1125- 1126- 11 27-4125- 1126- 1127- 1128- 11 25-1125- 1126- 11 27-11 25-1125- 1126- 11 25-1125- 1126- 1125- 11 254126- 11 27-11 lfô-11 26-1127- 1128- 11 29-11
25-11
25- 11
26- 11 
27-11
25-11« 25-11(8+2) 

25-11(7+3)
25- 11 
2541
26- 11 25-11 
25-11 
2641
25- 11 
2541
26- 11 
27-11
25- 11
26- 11 
27-11

25- 11
26- 11 
26-11 
27-11

604X0 
»60 6.0 

6.1 
6.D-0.0 

60  
' 6. 0 

6. 0-0.1 
61  
6.0 
61

6  0- 0.0 
6.1  
6.0 
6.0

60-0.1
6  0- 0.1 

6.0  
6.0

6. 0- 6.1 
60  
6.0 
6  0

6.04) . 1 60 
6.0 
6 0

0. 6- 0.1 
6  0 
60

6  0- 0.1  
6 1  
6.1

6.04) . D 
6  0 
6  0 
6  0

6  0- 0.0 
6  0 
6 0  
6.0  
6.0

6+ 4 )4
6.0
6.0
60

A 5-0.1
6.04) . 1
6  0-0.1

6  0
6.0

6. 0-0 . 1 
.6 0  
6 0  

6.04X1 
6.0  
6.0  
6.0  
6.0  
6.0  
6.0

6 0
6.06.0'6.0

Grams Ba(OH)j.8H30 and H2BO3 per liter, respectively. 
Grams ZnSCtiJHiO and CuSO*5HiO per 100 ml., respectively. 
Grams ZnS04.7H30 per 100 ml.
8 parts of 25-11 buffer plus 2 parts 0- water.

II. Sampling—1. Hard cheese- Take a 
sample from the interior with a - clean 
Roquefort trier, place in a small tube, stop­
per the tube, and. keep it in a refrigerator.

2. Soft and semisoft ripened cheese. 
Harden the cheese by chilling it in the freez­
ing chamber of a refrigerator. Taking spe­
cial precaution to avoid contaminating the 
sample with phosphatase that may be pres­
ent on the surface, use either of the following 
methods for sampling:

a. Cut a portion from the end of the loaf 
or from the side of the cheese, extending in  
at least 2 inches if possible, or to a point 
somewhat beyond the cen t«  in  the case of 
a small cheese. Cut a silt «4 to +, inch deep 
at least halfway around the portion and 
midway between the top and bottom. Break 
the portion into two parts, pulling it apart

so that it breaks on a line with the slit, being 
careful not to contaminate the freshly ex­
posed, broken surface. Remove the sample 
from the freshly exposed surface at or near 
the center of the cheese.

ta. Remove the surface of the area to be 
sampled—e.g., the end and the adjacent sides 
—with a clean knife or spatula, to  a depth 
of % inch. Clean the instrument and hands 
with hot water and phenol-free soap and 
wipe them dry. Remove the freshly exposed 
surface to  a similar or greater depth and 
repeat thç cleaning. Then take the sample 
from the center of the freshly exposed area, 
preferably at or near the center of the cheese 
in the case of a small cheese.

3. Process cheese, spreads, etc. Take the 
sample from beneath the surface with a 
clean knife or spatula.

Avoid the use of samples contaminated 
with mold.

4. Preservation. If a preservative is neces­
sary, put 1 to 3 ml. of chloroform in the 
container, cover with a plug of cotton, insert 
sample and stopper container tightly. Label 
preserved samples “P o iso n — Preservative 
added.”

IIL Conducting the test. 1. Weigh, on a 
clean balance pan or watch glass, a 0.50-gm. 
sample (preferably two samples in duplicate) 
and place in a culture tube 16 or 18 x 150 
mm. Similarly, weigh another sample and 
place in a tube as a control or blank. If the 
cheese is sticky, weigh the sample on a piece 
of wax paper about l x l  inch and insert the 
paper with the sample into the tube. Macer­
ate the blank and the test with a glass rod 
about 8 x 180 mm.

2. Add to the blank 1.0 ml. of the appro­
priate (Table 1) barium buffer 1-a (without 
substrate added), macerate with the rod, 
leave the rod in the tube, heat for. about a 
minute to at least 85° C (185°F) in a beaker 
of boiling water with the beaker covered so 
that the entire tube becomes heated to ap­
proximately 85° C, cool to room temperature, 
and macerate again with the rod.

3. Add to the test 1.0 ml. of the appro­
priate (Table 1) barium buffer substrate 2-a 
or 2-b, and macerate.

From this point, treat the blank and the 
test in a similar manner.

Add 9.0 ml. of the appropriate barium 
buffer substrate 2-a or 2-b (total, 10.0 ml. 
added), and mix. The rod may be left in 
the tube during incubation; or, if removing 
it at this point, cut a piece of filter paper 
approximately l x l  inch, wrap and hold it 

. tightly around the rod, rotate the rod while 
withdrawing it from within the tube so as 
to wipe the rod clean, insert the paper with 
the adhering fat into the tube, and stopper 
the tube.

4. Incubate in a water bath at 37«-38® C 
(99 “-100® F) for 1 hour, mixing or shaking 
the contents occasionally.

5. Place in a beaker of boiling water for 
nearly a minute, heating to 85° C (185® F), 
and cool to room temperature.

6. Plpe.t in 1.0 ml. of the zinc precipitant 
3-b for ripened cheese or the zinc-copper 
precipitant 3-a for unripened cheese, and 
mix thoroughly (pH of mixture, 9.0-9.1).

7. Filter (5-cm. funnel, 9-cm. Whatman 
No. 42 or No. 2 paper recommended), and 
.collect 5.0 ml. of filtrate in a tube, prefera­
bly graduated at 5.0 and 10.0 ml.

8. Add 5.0 ml. of color-development buffer 
1-b (pH of mixture, 9.3-9.4).

9. Add four drops2 of BQC 4, mix, and allow 
the color to develop for 30 minutes at room 
temperature.

10. Determine the amount of blue color 
by either of two methods:

a. With a photometer. Read the color In­
tensity of the blank'and that of the test, sub­
tract the reading of the blank from that of 
the test, and convert the result into phenol 
equivalents by reference to the standard 
curve described under “Phenol standards.” 
The butyl alcohol extraction method is or­
dinarily unnecessary when using a photom­
eter.

b. With visual standards. For quantita­
tive results in borderline instances, e g., tests 
yielding 0.5 to 5 units of color, extract with 
butyl alcohol 5—b. Add 5.0 ml. of the alcohol 
and invert the tube slowly several times. 
Centrifuge if  necessary .to increase the clear­
ness of the alcohol layer. Compare the blue 
color with the colors of standards in the 
alcohol. .

*For merely detecting underpasteuriza­
tion, in testing unripened cheese, two drops 
is sufficient, provided the visual standards 
are prepared likewise with two drops.
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With samples yielding more than 5 units, 
compare the colors in aqueous tests with 
those of aqueous standards.

11. Dilution method for quantitative re- 
■ suits. In tests that are observed during color

development to be strongly positive, e.g., 
20 units or more, in which four drops of 
BQC may be much less than sufficient to 
combine with all of the phenol, pipet an 
appropriate proportion of the contents into 
another tube, make up to 10.0 ml. with color- 
dilution buffer 1—c, and add two drops more 
of BQC in the case of unripened cheese or 
four drops in the case of ripened cheese. 
With each test, dilute and treat the blank 
in the corresponding manner. Dilute each 
strongly positive test thus until the final 
color is within the range of the standards 
or photometer. Allow 30 minutes for color 
development after the last addition of BQC, 
and make the reading at the end of the 30- 
minute period. Multiply, for example, by 2 
for a 5+5 dilution, 10 for a 1+9 dilution, and 
50 for a 1+9 followed by a 2+ 8  dilution.

Alternatively, to reduce the amount of 
yellow off color, add two instead of four 
drops of BQC after each dilution, and allow 
the color to develop. Then test the com­
pleteness of color development by adding a 
third drop; repeat the dilution procedure 
until the addition of an extra drop does not 
cause any further increase in the amount of 
blue color.

12. Calculation and evaluation of results. 
When using 0.5 gm. of sample and adding a 
total of 11.0 ml. of liquid, multiply the value 
of the reading by 1.1 to convert it to units 
of color or phenol equivalents per 0.25 gm. 
of cheese. The result may, if desired, be 
converted to phenol equivalents per 1 gm. 
by multiplying by 4.4.

IV. Photometric determination. To read 
v the color in aqueous solution, use a filter

with maximum light transmission in the 
region of 610 m^ wave length.

To read the color in butyl alcohol, extract 
the color as described above. If necessary, 
centrifuge the sample for 5 minutes to break 
the emulsion and to remove the moisture 
suspended in the alcohol layer. A Babcock 
centrifuge can be adapted for this purpose 
by making special tube holders as follows: 
Slice a section % inch thick from a rubber 
stopper of suitable diameter to fit in the 
bottom of the centrifuge cup. Glue together 
two cork stoppers of appropriate diameter, 
bore through the center a hole of proper 
size to hold the tube snugly, and insert the 
double-cork section into the cup. After cen­
trifuging, remove nearly all of the butyl 
alcohol by means of a pipet with a rubber 
bulb on the top end. Filter the alcohol into 
the photometer cell and read with a filter 
with maximum light transmission in the 
region of 650 m/i wave length.

If more than approximately 4 ml. of butyl 
alcohol is required for the photometer used, 
conduct the test in a larger tube and extract 
the color, in both the test and the standards, 
with the necessary quantity of butyl alcohol 
rather than with 5 ml. specified above.

V. Precautions. The length of time that 
the crystalline disodium phenyl phosphate 
and the BQC powder will remain stable can 
be increased greatly by keeping them in the 
freezing chamber of a refrigerator, and by 
keeping them dry.

The glassware, stoppers, and sampling tools 
should be scrupulously clean, and it is de­
sirable to soak them in hot, running water 
after cleaning.

The solid barium hydroxide and the bar­
ium buffer must be kept stoppered tightly to 
prevent absorption of carbon dioxide. Phe­
nolic contamination from plastic closures 
on reagent bottles has been encountered, 
â d therefore the use of plastic closures 
should be avoided. Rubber stoppers should
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not be used in flasks in which butyl alcohol 
is stored. Glass or cork stoppers should be 
vised.

VI. Modifications for different cheeses. 
Different kinds of cheese and cheeses of dif­
ferent ages have different buffering capaci­
ties, and therefore some of them require 
modification of concentrations of the re­
agents. The modifications of the barium 
buffer needed to produce optimal pH con­
ditions during incubation (9.85-10.20), and 
of the precipitant to yield uniformly clear 
filtrates and to minimize interference dur­
ing color development under optimal pH con­
ditions (9.3-9.4), are specified in Table I.

With some samples, especially those of un­
known history, slight deviations from the 
optimal pH range may occur, but such devia­
tions do not very materially affect the re­
sults. For example, pH values as low as 9.6 
or as high as 10.35 during incubation have 
been found to result in an average decrease 
of not more than U0 percent below the maxi­
mum in the quantity of phenol liberated. 
The use of the 25-11 buffer substrate with 
samples for which the 27-11 buffer substrate 
is specified yields pH values not lower than 
9.8..

In testing cheese of unknown history or 
age, information as to the percentage of sol­
ids, especially the nonfat solids, is useful as 
an indication of the correct buffer to use; 
cheese with a relatively high percentage of 
nonfat solids generally requires the use of 
a relatively concentrated buffer to adjust 
the pH of the mixture correctly.

For precise quantitative results on un­
known samples, adjust the pH to 10.0-10.05 
for the incubation.

Cottage cheese curd is heated in the pres­
ence of considerable acid during manufac­
ture, and therefore its phosphatase values 
are comparatively low. Alternatively, to in­
crease the sensitivity of the test on cottage 
cheese, apply the following modifications: 
Us© a 1.0-gm. sample, 27-11 buffer substrate, 
2-hour incubation, and 6.0-0.1 precipitant.

(g) (1) If Cheddar cheese in sliced or 
cut form contains an optional mold-in­
hibiting ingredient as specified in para­
graph (d) of this section, the label shall
bear the statement “_______added to
retard mold growth” or “_______added
as a preservative”, the blank being filled 
in with the common name or names of 
thé mold-inhibiting ingredient or ingre­
dients used; e.g., “Sorbic acid and potas­
sium sorbate added to retard mold 
growth”.

(2) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the statement speci­
fied in this section, showing the optional 
ingredient used, shall immediately and 
conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter.
§ 133.114 Cheddar cheese for manufac­

turing.
Cheddar cheese for manufacturing 

conforms to the definition and standard 
of identity prescribed for Cheddar cheese 
by § 133.113, except that the milk is not 
pasteurized, curing is not required, and 
the provisions of paragraph (d) of that 
section do not apply.
§ 133.116 Low sodium cheddar cheese.

Low sodium cheddar cheese is the food 
prepared from the same ingredients and 
in the same manner prescribed in 
§ 133.113 for cheddar cheese and complies

14371

with all the provisions of § 133.113, in­
cluding the requirements for label state­
ment of optional ingredients, except 
that:

(a) Salt is not used. Any safe and suit­
able ingredient or combination of ingre­
dients that contains no sodium and that 
is recognized as a salt substitute may be 
used.

(b) Sodium sorbate is not used.
(c) It contains not more than 96 milli­

grams of sodium per pound of finished 
food.

(d) The name of the food is “low 
sodium cheddar cheese”. The letters in 
the words “low sodium” shall be of the 
same size and style of type as the letters 
in the words “cheddar cheese”, wherever 
such words appear on the label.

(e) If a salt substitute as provided for
in paragraph (a) of this section is used, 
the label shall bear the statement 
“-------------------added as a salt substi­
tute”, the blank being filled in with the 
common name or names of the ingredi­
ent or ingredients used as a salt 
substitute.

(f) Low sodium cheddar cheese is sub­
ject to § 105.69 of this chapter.
§ 1 3 3 .1 1 8  Colby cheese.

(a) Colby cheese is the food prepared 
from milk and other ingredients specified 
in this section, by the procedure set forth 
in paragraph (b) of this section, or by 
another procedure which produces a fin­
ished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used. 
It contains not more than 40 percent of 
moisture, and its solids contain not less 
than 50 percent of milk fat, as deter­
mined by the methods prescribed in 
§ 133.113(c). If the milk used is not

' pasteurized, the cheese so made is cured 
a t a temperature of not less than 35° F 
for not less than 60 days.

(b) Milk, which may be pasteurized or 
clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto. 
Harmless artificial coloring may be 
added. Sufficent rennet, oj other safe 
and suitable' milk-clotting enzyme that 
produces equivalent curd formation, or 
both, with or without purified calcium 
chloride in a quantity not more than 0.02 
percent (calculated as anhydrous calcium 
chloride) of the weight of the milk, is 
added to set the milk to a semisolid mass. 
The mass is so cut, stirred, and heated 
with continued stirring, as to promote 
and regulate the separation of whey and 
curd. A part of the whey is drained off, 
and the curd is cooled by adding water, 
the stirring being continued so as to pre­
vent the pieces of curd from matting. 
The curd is drained, salted, stirred, 
further drained, and pressed into forms. 
A harmless preparation of enzymes of 
animal or plant origin capable of aiding 
in the curing or development of flavor 
of colby cheese may be added during 
the procedure, in such quantity that the 
weight of the solids of such preparation 
is not more than 0.1 percent of the weight 
of the milk used.
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(c) For the purposes of this section:
(1) The word “milk’* means cow’s 

milk, which may be adjusted by separat­
ing part of the fa t therefrom or by 
adding thereto one or more of the fol­
lowing: Cream, skim milk, concentrated 
skim milk, nonfat dry milk, water, in a 
quantity sufficient to reconstitute any 
concentrated skim milk or nonfat dry 
milk used.

(2) Milk shall be deemed to have been 
pasteurized if it has been held a t a tem­
perature of not less than 143° F for a 
period of not less than 30 minutes, or 
for a time and a t a temperature equiv­
alent thereto in phosphatase destruction. 
Colby cheese shall be deemed not to have 
been made from pasteurized milk if 0.25 
gm. shows a phenol equivalent of more 
than 3 micrograms when tested by the 
method prescribed in § 133.113(f).

(3) During the cheese-making proc­
ess the milk may be treated as provided 
in § 133.113 (e) (3).

(d) (1) Colby cheese in the form of 
slices or cuts may have added to it a 
clear aqueous solution prepared by con­
densing or precipitating wood smoke in 
water.

(2) Colby cheese in the form of slices 
or cuts in consumer-sized packages may 
contain an optional mold-inhibiting in­
gredient consisting of sorbic acid, potas­
sium sorbate, sodium sorbate, or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight calculated as. sorbic acid.

(e) (1) If colby cheese has added to it 
a clear aqueous solution prepared by con­
densing or precipitating wood smoke in 
water as provided in paragraph (d) (1) 
of this section, the name of the food Is 
immediately followed by the words “with 
added smoke flavoring” with all words in 
this phrase of the same type size, style, 
and color without intervening written, 
printed, or graphic matter.

(2) If colby cheese in sliced or cut 
form contains an optional mold-inhibit­
ing ingredient as specified in paragraph
(d) (2) of this section, the label shall
bear the statement ---------- added
to retard mold growth” or “--------- ------
added as a preservative”, the blank being 
filled in with the common name or names 
of the mold-inhibiting ingredient or in­
gredients used.

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the statement speci­
fied in paragraph (e) (2) of this section, 
showing the optional ingredient, used, 
shall immediately and conspicuously pre­
cede or follow such name, without inter­
vening written, printed, or graphic m at­
ter except for the statement “with added 
smoke flavoring,” as set forth in para­
graph (e) (1) of this section.
§ 133.119 Colby cheese for manufactur­

ing.
Colby cheese for manufacturing con­

forms to the definition and standard of 
identity prescribed for colby cheese by 
§ 133.118, except that the milk is not pas­
teurized, curing is not required, and the 
provisions of paragraph (d) of that sec­
tion do not apply.

§ 133.121 Low sodium colby cheese.
Low sodium colby cheese is the food 

prepared from the same ingredients and 
in the same manner prescribed in 1 133.- 
118 for colby cheese and complies with all 
the provisions of § 133.118, including the 
requirements for label statement of op­
tional Ingredients, except that :

(a) Salt is not used. Any safe and 
suitable ingredient or combination of 
ingredients that contains no sodium and 
that is recognized as a salt substitute 
may be used.

(b) Sodium sorbate is not used.
(c) I t  contains not more than 96 milli­

grams of sodium per pound of finished 
food.

(d) The name of the food is “low sodi­
um colby cheese”. The letters in the 
words “low sodium” shall be of the same 
size and style of type as the letters in 
the words “colby cheese”, wherever such 
words appear on the label.

(e) If a salt substitute as provided for 
in paragraph (a) of this section is used, 
the label shall bear the statement

___ ________ added as a salt substi­
tute”, the blank being filled in with the 
common name or names of the ingredient 
or ingredients used as a salt substitute.

(f) Low sodium colby cheese is subject 
to § 105.69 of this chapter.
§ 133.123 Cold-pack and club cheese.

(a) (1) Cold-pack cheese, club cheese, 
is the food prepared by comminuting, 
without the aid of heat, one or more 
cheeses of the same or two or more varie­
ties, except cream cheese, neufchatel 
cheese, cottage cheese, lowfat cottage 
cheese, cottage cheese dry curd, hard 
grating cheese, semisoft '  part-skim 
cheese, part-skim spiced cheese and skim 
milk cheese for manufacturing, into a 

-homogeneous plastic mass. One or more 
of the optional ingredients designated in 
paragraph (c) of this section may be 
used.

(2) All cheeses used in a cold-pack 
cheese are made from pasteurized milk 
or are held for not less than 60 days at 
a temperature of not less than 35° F 
before being comminuted.

(3) (i) The moisture content of a cold- 
pack cheese made from a single variety 
of cheese is not more than the maximum 
moisture content prescribed by the def­
inition and standard of identity, if any 
there be, for the variety df cheese used. 
If there is no applicable definition and 
standard of identity, or if such standard 
contains no provision as to maximum 
moisture content, no water is used in the 
preparation of the cold-pack cheese.

(ii) The fat content of the solids of a 
cold-pack cheese made from a single 
variety of cheese is not less than the 
minimum prescribed by the definition 
and standard of identity, if any there be, 
for the variety of cheese used, but in no 
case is less than 47 percent, except that 
the fat content of the solids of cold-pack 
swiss cheese is not less than 43 percent, 
and the fat content of the solids of cold- 
pack gruyere cheese is not less than 45 
percent.

(4) (i) The moisture content of a cold- 
pack cheese made from two or more 
varieties of cheese is not more than the

arithmetical average of the maximum 
moisture contents prescribed by the def­
initions and standards of identity, if any 
there be, for the varieties of cheese used, 
but in no case is the moisture content 
more than 42 percent, except that the 
moisture content of a cold-pack cheese 
made from two or more of the varieties 
Cheddar cheese, washed curd cheese, col­
by cheese, and granular cheese is not 
more than 39 percent.

(ii) The fat content of the solids of a 
cold-pack cheese made from two or 
more varieties of cheese is not less than 
the arithmetical average of the mini­
mum percent of fat prescribed by the 
definitions and standards of identity, if 
any there be, for the varieties of cheese 
used, but in no case is less than 47 per­
cent, except that the fat content of the 
solids of a cold-pack cheese made from 
swiss cheese and gruyere cheese is not 
less than 45 percent.

(5) Moisture and fa t are determined by 
the methods prescribed in § 133.113(c).

(6) The weight of each variety of 
cheese in a cold-pack cheese made from 
two varieties of cheese is not less than 
25 percent of the total weight of both, 
except that the weight of blue cheese, 
nuworld cheese, roquefort cheese, or gor- 
gonzola cheese is not less than 10 percent 
of the total weight of both, and the 
weight of limburger cheese is not less 
than 5 percent of the total weight of 
both. The weight of each variety of 
cheese in a cold-pack cheese made from 
three or more varieties of cheese is not 
less than 15 percent of the total weight 
of all, except that the weight of blue 
cheese, nuworld cheese, roquefort cheese, 
or gorgonzola cheese is not less than 5 
percent of the total weight of all, and the 
weight of limburger cheese is not less 
than 3 percent of the total weight of all. 
These limits do not apply to the quantity 
of Cheddar cheese, washed curd cheese, 
colby cheese, and granular cheese in 
mixtures which are designated as 
“American cheese” as prescribed in 
paragraph (d) (2) of this section. Such 
mixtures are considered as one variety 
of cheese for the purpose of this para­
graph (a )(6).

(b) Cold-pack cheese may be smoked, 
or the cheese or cheeses from which it is 
made may be smoked, before comminut­
ing and mixing, or it may contain sub­
stances prepared by condensing or pre­
cipitating wood smoke.

(c) The optional ingredients referred 
to in paragraph (a) of this section are:

(1) An acidifying agent consisting of 
one or any mixture of two or more of the 
following: A vinegar, lactic acid, citric 
acid, acetic acid, and phosphoric acid, in 
such quantity that the pH of the finished 
cold-pack cheese is not below 4.5. For 
the purposes of this section vinegar is 
considered to be acetic acid.

(2) Water.
(3) Salt.
(4) Harmless artificial coloring.
(5) Spices or flavorings, other than 

any which singly or in combination with 
other ingredients simulate the flavor of a 
cheese of any age or variety.

(6) Cold-pack cheese in consumer­
sized packages may contain an optional
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mold-inhibiting Ingredient consisting of 
sorbic acid, potassium sorbate, sodium 
sorbate, or any combination of two or 
more of these, in an amount not to ex­
ceed 0.3 percent by weight, calculated 
as sorbic acid or consisting of not more 
than 0.3 percent by weight of sodium 
propionate, calcium propionate, o r a 
combination of sodium propionate and 
calcium propionate.

(d) (1) The name of a cold-pack cheese 
for which a definition and standard of 
identity is prescribed by this section is
“Cold-pack_______cheese”, **________
cold-pack cheese” or "___ ___  club
cheese”, the blanks being filled in with 
the name or names of the varieties of 
cheese used, in order of predominance by 
weight.

(2) If the cold-pack cheese is made of 
cheddar cheese, washed curd cheese, 
colby cheese, or granular cheese or any 
mixture of two or more of these, it may 
be designated “Cold-pack American 
cheese”; or when cheddar cheese, washed 
curd cheese, colby cheese, granular 
cheese,* or any mixture of two or more of 
these is combined with othef varieties of 
cheese in the cheese ingredient any of 
such cheeses or such mixture may be 
designated as “American cheese”.

(3) The full name of the food shall 
appear on the principal display panel of 
the label in typo of uniform size, style, 
and color. Wherever any word or state­
ment emphasizing the name of any in­
gredient appears on the label (other 
than in an ingredient statement as 
specified in paragraph <f) of this sec­
tion) so conspicuously as to be easily 
seen under customary conditions of pur­
chase, the full name of the food shall 
immediately and conspicuously precede 
or follow such word or statement in type 
of at least the same size as the type 
used in such word or statement.

(e) The name of the food shall in­
clude a declaration of any flavoring, in­
cluding smoke and substances prepared 
by condensing or precipitating wood 
smoke, that characterizes the product as 
specified in § 101.22 of this chapter and 
a declaration of any spice th a t charac­
terizes the product.

(f) The common name of each of the 
ingredients used shall be declared on the 
labels as required by the applicable sec­
tions of Part 101 of this chapter, except 
that:

(1) Artificial coloring need not be* 
declared.

(2) If the cheesfe ingredient contains 
cheddar cheese, washed curd cheese, 
colby. cheese, granular cheese, or any 
mixture of two or more of these, such 
cheese of such mixture may be design 
nated as “American cheese”.
§ 133.124 Cold-pack cheese food.

(a) (1) CoM-pack cheese food is th e  
food prepared by comminuting and  
mixing, without the aid of heat, one or 
morg of the optional cheese ingredients 
prescribed in paragraph (c) of this sec­
tion with one or more of the optional 
dairy ingredients prescribed in para­
graph (d) of this section, into a homo­
geneous plastic mass. One or more of

the optional Ingredients specified In 
paragraph (e) of this section may be 
used.

(2) AH cheeses used in a cold-pack 
cheese food are made from pasteurized 
milk, or are held for not less than 60 
days a t a temperature of not less than 
35° P  before being comminuted.

(3) The moisture content of a cold- 
pack cheese food is not more than 44 per­
cent, and the fat content is not less than 
23 percent.

(4) Moisture and fat are determined 
by the methods prescribed in § 133.113
(c), except that in determining moisture 
the loss in weight which occurs in drying 
for 5 hours, under the conditions pre­
scribed in such method, is taken as the 
weight of moisture.

• (5) The weight of the cheese ingredi­
ent prescribed by paragraph (a)(1) of 
this section constitutes not less than 51 
percent of the weight of the finished 
cold-pack cheese food.

(6) The weight of each variety of 
cheese in the cold-pack cheese food made 
with two varieties of cheese is not less 
than 25 percent of the total weight of 
both, except that the weight of blue 
cheese, nuworld cheese, roquefort cheese, 
gorgonzola cheese, or limburger cheese 
is not less than 10 percent of the total 
weight of both. The weight of each va­
riety of cheese in the cold-pack cheese 
food made with three or more varieties 
of cheese is not less than 15 percent of 
the total weight of all, except that the 
weight of blue cheese, nuworld cheese, 
roquefort cheese, gorgonzola cheese, or, 
limburger cheese is not less than 5 per-" 
cent of the total weight of all. These 
limits do ^not apply to the quantity of 
cheddar cheese, washed curd cheese, 
colby cheese, and granular cheese in mix­
tures which are designated as “American 
cheese” as prescribed in paragraph (h)
(5) of this section. Such mixtures are 
considered as one variety of cheese for 
the purposes of this paragraph (a) (6).

(b) Cold-pack cheese food may be 
smoked, or the cheese or cheeses from 
which it is made may be smoked, before 
comminuting and mixing, or it may con­
tain substances prepared by condensing 
or precipitating wood smoke.

(c) The optional cheese ingredients 
referred to in paragraph (a) of this sec­
tion are: One or more cheeses of the 
same .or two or more varieties, except 
that cream cheese, neufchatel cheese, 
cottage cheese, creamed cottage cheese, 
cook cheese, and skim-milk cheese for 
manufacturing are not used, and except 
that semisoft part-skim cheese, part- 
skim spiced cheese, and hard grating 
cheese may not be psed, alone or in 
combination with each other, as the 
cheese ingredient.

(d) The optional dairy ingredients re­
ferred to in paragraph (a) of this sec­
tion are: Cream, milk, skim milk, butter­
milk, cheese whey, any of the foregoing 
from which part of the water has been 
removed, anhydrous milkfat, dehydrated 
cream, skim milk cheese for manufac­
turing, and albumin from cheese whey. 
All optional dairy ingredients used in 
cold-pack cheese food are pasteurized or

14373
made from products that have been 
pasteurized.

(e) The other optional Ingredients re­
ferred to in paragraph (a) of this sec­
tion are:

(1) An acidifying agent consisting of 
one or any mixture of two or more of the 
following: A vinegar, lactic acid, citric 
acid, acetic acid, and phosphoric acid, 
in such quantity that the pH of the fin­
ished cold-pack cheese food is not below 
4.5.

(2) Water.
(3) Salt.
(4) Harmless artificial coloring.
(5) Spices or flavorings, other than 

any which singly or in combination with 
other ingredients simulate the flavor of 
cheese of any age or variety.

(6) A sweetening agent consisting of 
one or any mixture of two or more of the 
following: Sugar, dextrose, corn sugar, 
com sirup, com sirup solids, glucose 
sirup, glucose sirup solids, maltose, malt 
simp, and hydrolyzed lactose, in a quan­
tity necessary for seasoning.

(7) Cold-pack cheese food in con­
sumer-sized packages may contain an 
optional mold-inhibiting ingredient con­
sisting of sorbic acid, potassium sorbate, 
sodium sorbate, or any combination of 
two or more of these, in an amount not to 
exceed 0.3 percent by weight, calculated 
as sorbic acid or consisting of not more 
than 0.3 percent by weight of sodium 
propionate, calcium propionate, or a 
combination of sodium propionate and 
calcium propionate.

(8) In the preparation of cold-pack 
cheese food, guar gum, or xanthan gum, 
or both may be used, but the total quan­
tity of such ingredient or combination is 
not to exceed 0.3 percent of the weight 
of the finished food. When one or both, 
such optional ingredients is used, dioctyl 
sodium sulfosuccinate complying with 
the requirements of § 172.810 of this 
chapter may be used in a quantity not in 
excess of 0.5 percent by weight of such 
ingredient or ingredients.

(f) The name of the food is “cold-pack 
cheese food’*. The full name of the food 
shall appear on the principal display 
panel of the label in type of uniform 
size, style, and color. Wherever any word 
or statement emphasizing the name of 
any ingredient appears on the label 
(other than in an ingredient statement 
as specified in paragraph (h) of this 
section) so conspicuously as to be easily 
seen under customary conditions of pur­
chase, the full name of the food shall 
immediately and conspicuously precede 
or follow such word or statement in type 
of at least the same size as the type 
used in such word or statement.

(g) The name of the food shall include 
a declaration of any flavoring, including 
smoke and substances prepared by con­
densing or precipitating wood smoke, 
that characterizes the product as speci­
fied in § 101.22 of this chapter and a dec­
laration of any spice that characterizes 
the product.

(h> The common name of each of the 
ingredients used shall be declared on the 
label as required by the applicable sec-
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tions of Part 101 of this chapter, except 
that:

(1) Plastic cream and dried cream 
may be declared as “cream*’.

(2) Concentrated milk and dried milk 
may be declared as “milk”.

(3) Concentrated skim milk and non­
fa t dry milk may be declared as “skim 
milk”.

(4) Cheese whey, concentrated cheese 
whey, and dried cheese whey may be 
declared as “whey”.

(5) If the cheese ingredient contains 
cheddar cheese, washed cheese, colby 
cheese, granular cheese, or any mixture 
of two or more of these, such cheese or 
such mixture may be designated as 
“American cheese”.
§ 1 3 3 .1 2 5  Cold-pack cheese food, with 

fruits, vegetables, or meats.
(a) Cold-pack cheese food with fruits, 

vegetables, or meats or mixtures of these 
is the food which conforms to the defi­
nition and standard of identity, and is 
subject to the requirements for label 
statement of optional ingredients, pre­
scribed for cold-pack cheese food by 
§ 133.124, except that:

(1) Its milk fat content is not less 
than 22 percent.

(2) I t  contains one or any mixture of 
two or more of the following: Any prop­
erly prepared fresh, cooked, canned, or 
dried vegetable; any properly prepared 
cooked or canned meat.

(3) When the added fruits, vegetables, 
or meats contain fat, the method pre­
scribed for the determination of fat by 
§ 133.113(c) is not applicable.

(b) The name of a cold-pack cheese 
food with fruits, vegetables or meats is
“Cold-pack cheese food w ith _____— ”.
the blank being filled in with the com­
mon or usual name or names of the 
fruits, vegetables, or meats used, in order 
of predominance by weight.
§ 133.127 Cook cheese, koch kaese.

(a) Cook cheese, koch kaese, is the 
food prepared from skim milk and 
other ingredients specified in this sec­
tion by the procedure set forth in para­
graph (b) of this section, or by another 
procedure which produces a finished 
cheese having the same physical and 
chemical properties as the cheese pro­
duced when the procedure set forth in 
paragraph (b) of this section is used. 
I t  contains not more than 80 percent 
moisture as determined by the method 
therefor prescribed in § 133.113(c). 
When tested for phosphatase by the 
method prescribed in § 133.113(f), 0.25 
gram of cook cheese shows a phenol 
equivalent of not more than 3 micro- 
grams.

(b) Skim milk, or the optional dairy 
ingredients specified in paragraph (c) of 
this section, which may be pasteurized, 
and which may be warmed, are subjected 
to the action of harmless lactic-acid- 
producing bacteria, present in such dairy 
ingredients or added thereto. A culture 
of a harmless white mold may be added. 
Sufficient rennet, or other safe and 
suitable milk-clotting enzyme that pro­
duces equivalent curd formation, or 
both, with or without purified calcium

chloride in a quantity not more than 0.02 
percent (calculated as anhydrous cal­
cium chloride) of the weight of the skim 
milk, may be added to aid in setting the 
mix to a semisolid mass. The mass is 
cut, stirred, and heated, with continued 
stirring, so as to separate the curd and 
whey. The whey is drained from the 
curd, and the curd is cured for 2 
or 3 days. I t  is then heated to a tem­
perature of not less than 180° F until 
the hot curd will drop from a ladle with 
a consistency like that of honey. The 
hot cheese is filled into packages and 
cooled. Pasteurized cream, salt; or car­
away seed, or any mixture of two or 
more of these may be added.

"(c) The optional dairy ingredients 
referred to in paragraph (b) of this sec­
tion are: Skim milk or concentrated skim 
milk or nonfat dry milk or a mixture of 
any two or more of these, with water in a 
quantity not in excess of that sufficient 
to reconstitute any concentrated skim 
milk or nonfat dry milk used.

(d) For the purposes of this section, 
“skim milk” means cow’s milk from 
which the milk fat has been separated.
§ 133.128 Cottage cheese.

(a) Cottage cheese is the soft uncured 
cheese prepared by mixing cottage 
cheese dry curd with a creaming mix­
ture as provided in paragraph (b) of this 
section. The milkfat content is not less 
than 4 percent by weight of the finished 
food, within limits of good manufac­
turing practice. The finished food con­
tains not more than 80 percent of mois­
ture, as determined by the method pre­
scribed in § 133.129(a).

(b) The creaming mixture is prepared 
from safe and suitable ingredients in­
cluding, but not limited to, milk or sub­
stances derived from milk. Any ingredi­
ents used that are not derived from milk 
shall serve a useful function other than 
building the total solids content of the 
finished food, and shall be used in a 
quantity not greater than is reasonably 
required to accomplish their intended 
effect. The creaming mixture shall be 
pasteurized; however, heat labile ingre­
dients, such as bacterial starters, may 
be added following pasteurization.

(c) The name of the food consists of 
the following two phrases which shall 
appear together:

(1) The words “cottage cheese” 
which shall, appear in type of the same 
size and style,

(2) The statement “not less th a n ___
percent milkfat” or “___ percent milk-
fat minimum”, the blank being filled in 
with the whole number that is closest 
to, but does not exceed, the actual fat 
content of the product. This statement 
of fat content shall appear in letters not 
less than one-half of the height of the 
letters in the phrase specified in para­
graph (c) (1) of this section, but in no 
case less than one-eighth of an inch in 
height.

(d) When the optional process de­
scribed in § 133.129(b) (1) (ii) or (iii) is 
used to make the cottage cheese dry 
curd used in cottage cheese, the label 
shall bear the statement “Directly set” 
-or “Curd Set by direct acidification”.

Wherever the name of the food appears 
on the label so conspicuously as to be 
seen under customary conditions of pur­
chase, the statement specified in this 
paragraph, showing the optional process 
used, shall immediately and conspicu­
ously precede or follow such name with­
out intervening written, printed, or 
graphic matter,

(e) The common or usual name of each 
of the ingredients used in the food shall 
be declared on the label as required by 
the applicable sections of Part 101 of 
this chapter, except that:

(1) Concentrated milk, dried milk, and 
reconstituted milk prepared by addi­
tion of water to concentrated milk or 
dried milk may be declared as “milk”.

(2) Concentrated skim milk, nonfat 
dry milk, and reconstituted skim milk 
prepared by addition of water to con­
centrated skim milk or nonfat dry milk 
may be declared as “skim milk”.

(3) Bacterial cultures may be de­
clared by the word “cultured” followed 
by the name of the substrate, e.g., 
“made from cultured skim milk”.

(4) Milk-clotting enzymes may be de­
clared by the word “enzymes”.
§ 133.129 Dry curd cottage cheese.

(a) Cottage cheese dry curd is the soft 
uncured cheese prepared by the proce­
dure set forth in paragraph (b) of this 
section. The finished food contains less 
than 0.5 percent milkfat. I t contains not 
more than 80 percent of moisture, as 
determined by the method prescribed 
under “Moisture—Official,” on page 272 
of “Official Methods of -Analysis of the 
Association of Official Analytical Chem­
ists,” Eleventh Edition (1970).2

(b) (1) One or more of the dairy in­
gredients specified in paragraph (b)(2) 
of this section is pasteurized; calcium 
chloride may be added in a quantity of 
not more than 0.02 percent (calculated 
as anhydrous calcium chloride) of the 
weight of the mix; thereafter one of the 
following methods is employed:

(i) Harmless lactic-acid-producing 
bacteria, with or without rennet and/or 
other safe and suitable milk-clotting 
enzyme that produces equivalent curd 
formation, are added and it is held until 
it becomes coagulated. The coagulated 
mass may be cut; it may be warmed; it 
may be stirred; it is then drained. The 
curd may be washed with water and 
further drained; it may be pressed, 
chilled, worked, seasoned with salt; or

(ii) Food grade phosphoric acid, lactic
acid, citric acid, or hydrochloric acid, 
with or without rennet and/or other safe 
and suitable milk-clotting enzyme that 
produces equivalent curd formation, is 
added in such amount as to reach a pH 
of between 4.5 and 4.7 ; coagulation to a 
firm curd is achieved while heating to a 
maximum of 120° F without agitation 
during a continuous process. The Coagu­
lated mass may be cut; it may be 
warmed; it may be stirred; it is then 
drained. The curd is washed with water, 
stirred, and further drained. It may be 
pressed, chilled, worked, seasoned with 
salt. . .  .

(iii) Food grade acids sis provided 
in paragraph (b)(1) (ii) of this section,
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D-Glucono-delta-lactone with or with­
out rennet, and/or other safe and suit­
able milk clotting enzyme that produces 
equivalent curd formation, are added in 
such amounts as to reach a final pH 
value in the range of 4.5-4.S, and it is 
held until it becomes coagulated. The 
coagulated mass may be cut; it may be 
warmed; it may be stirred; it is then 
drained. The curd is then washed with 
water, and further drained. It may be 
pressed, chilled, worked, and seasoned 
with salt.

(2) The dairy ingredients referred to 
in paragraph (b)(1) of this section 
are sweet skim milk, concentrated skim 
milk, and nonfat dry milk. If concen­
trated skim milk or nonfat dry milk is 
used, water may be added in a  quantity 
not in excess of that removed when the 
skim milk was concentrated or dried.

(3) For the purposes of this section 
the term “skim milk” means the milk of 
cows from which the milk fat has been 
separated, and “concentrated skim milk” 
means skim milk from which a portion 
of the water has been removed by evapo­
ration.

(c) The name of the food consists of 
the following two phrases which shall 
appear together:

(1) The words “cottage cheese dry 
curd” or alternatively "dry curd cottage 
cheese” which sh£ll all appear in type 
of the same; size and style.

(2) The words “less than %% milk- 
fat” which shall all appear in letters not 
less than one-half of the height of the 
letters in the phrase specified in para­
graph (c) (1) of this section, but in no 
case less than one-eighth of an inch in 
height.

(d) When either of the optional proc­
esses described in paragraph (b) (1)
(ii) or (iii) of this section is used to 
make cottage cheese dry curd, the label 
shall bear the statement “Directly set” 
or “Curd set by direct acidification”. 
Wherever the name of the food appears 
on the label so conspicuously as to be 
seen under customary conditions of 
purchase, the statement specified in this 
paragraph, showing the optional process 
used, shall immediately and conspicu­
ously precede ;or follow such name with­
out intervening written, printed, or 
graphic matter.

(e) The common or usual name of 
each of the ingredients used in the food 
shall be declared on the label as required 
by the applicable sections of Fart 101 of 
this chapter, except that:

(1) Concentrated skim milk, nonfat 
dry milk, and reconstituted skim milk 
prepared by addition of water to con­
centrated skim milk or nonfat dry milk 
may be declared as “skim'milk”.

(2) Bacterial cultures may be de­
clared by the word “cultured” followed 
by the name of the substrate, e.g., “made 
from cultured skim mill?”,

(3) Milk-clotting enzymes may be de- 
cleared by the word “enzymes”.
§ 133.131 Lowfat cottage cheese.

Lowfat cottage cheese is the food pre­
pared from the same ingredients and in 
the same manner prescribed in § 133.128 
for cottage cheese and complies with all
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the provisions of § 133.128 (including re­
quirements for the label statement of 
optional ingredients), except that:

(a) Its content of milkfat Is not less 
than 0.5 percent and not more than 2 
percent by weight, within limits of good 
manufacturing practice.

(b) Its moisture content is not more 
than 82.5 percent.

(c) 'The name of the food consists of 
the following two phrases which shall 
appear together:

(1) The words “lowfat cottage cheese” 
which shall appear in type of the same 
size and style..

(2) The words “_____  % milkfat”,
the blank being filled in with the frac­
tion “&” ĉ»r multiple thereof closest to 
the actual fat content of the product. 
This statement of fat content shall ap­
pear in letters not less than one-half of 
the height of the letters in the phrase 
specified in paragraph (c) (1) of jthis 
section, but in no case less than one- 
eighth of an inch in height.
§ 133.133 Cream cheese.

(a) Cream cheese is the soft uncured 
cheese prepared by the procedure set 
forth in paragraph (b) of this section. 
The finished cream cheese contains not 
less than 33 percent of milk fat and not 
more than 55 percent of moisture, as de­
termined, respectively by the methods 
prescribed under “Fat—Official” on page 
302 and under "Moisture—Official” on 
page 301 of “Official and Tentative 
Methods of Analysis of the Association 
of Official Agricultural Chemists," Fifth 
Edition, 1940. (These methods appear in 
the 10th edition, 1965, p. 248, sec. 15.164; 
p. 247, sec. 15.157, respectively.)

(b ) (1) One or, a mixture of two or 
more of the dairy ingredients specified in 
paragraph (b) (3) of this section is pas­
teurized and may be homogenized. To 
such ingredient or mixture harmless 
lactic-acid-producing bacteria, with or 
without rennet, or other safe and suita­
ble milk-clotting enzyme that produces 
eauivalent curd formation, or both, are 
added and it is held until it becomes 
coagulated. The coagulated mass may be 
warmed; it may be stirred; it is then 
drained. The moisture content may be 
adjusted with cheese whey, concentrated 
cheese whey, dried cheese whey, or re­
constituted cheese whey prepared by ad­
dition of water to concentrated cheese 
whey or dried cheese whey. The curd 
may be pressed, chilled, worked, sea­
soned with salt; it may be heated, with 
or without addition of one or more of 
the dairy ingredients specified in para­
graph (b) (3) of this section, until it be­
comes fluid, and it may then be homog­
enized or otherwise mixed.

(2) (i) In the preparation of cream 
cheese, one or any mixture of two or 
more of the optional Ingredients gum 
karaya, gum tragacanth, carob bean 
gum, guar gum, carrageenan, gelatin, 
algih (sodium alginate), propylene gly­
col alginate, or xanthan gum may be 
used; but the quantity of any such in­
gredient or mixture is such that the total 
weight of solids contained therein is not 
more than 0.5 percent by weight of the 
finished cream cheese.
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(ii) When one or more of the optional 
ingredients in paragraph (b) (2) (i) of 
this section are used, dioctyl sodium sul- 
fosuccinate complying with the require­
ments of § 172.810 of this chapter may 
be used in a quantity not in excess of 0.5 
percent by weight of such ingredients.

(3) The dairy ingredients referred to 
in paragraph (b) (1) of this section are 
cream, plastic cream, milk, skim milk, 
concentrated milk, concentrated skim 
milk, and nonfat dry milk. If concen­
trated milk, concentrated skim milk, or 
nonfat dry milk is used, water may be 
added in a quantity not in excess of that 
removed when the milk or skim milk 
was concentrated or dried.

(4) For the purposes of this section, 
the term "milk” means sweet milk of 
cows, “skim milk” means milk from 
which the milk fat has been separated, 
and “concentrated skim milk” means 
skim milk from which a portion of the 
water has been removed by evaporation.

(c) When used in the food, salt, bac­
terial culture, and enzymes as provided 
for in paragraph (b)(1) of this section 
and each of the ingredients listed in 
paragraph (b) (2) and (3) of this section 
shall be declared by common name on 
the label as required by the applicable 
sections of Fart 101 of this chapter ex­
cept that:

(1) Any cream as defined in Part 131 
of this chapter and plastic cream may. 
be declared as "cream”.

(2) Concentrated milk and ' reconsti­
tuted milk prepared by addition of water 
to concentrated milk may be declared as 
“milk”.

(3) Concentrated skim milk, nonfat 
dry milk, and reconstituted skim milk 
prepared by addition of water to concen­
trated skim milk or nonfat dry milk may 
be declared as “skim milk”.

(4) Bacterial cultures may be declared 
as “cheese culture” or by the word “cul­
tured” followed by the name of the sub­
strate, e*g., “made from cultured cream”.

(5) Milk clotting enzymes may be de­
clared by the word “enzymes”.
§ 133.134 Cream cheese with other 

foods.
(a) Cream cheese with other foods is 

the class of foods each of which is pre­
pared by mixing, with or without the aid 
of heat, cream cheese with one or a 
mixture of two or more properly pre­
pared foods (except other cheeses), such 
as fresh, cooked, canned, or dried fruits 
or vegetables; cooked or canned meats; 
relishes, pickles, or other foods suitable 
for blending with cream cheese. The 
amount of the added food or foods must 
be sufficient to so differentiate the mix­
ture that it does not simulate cream 
cheese. The mixture may also contain:

(1) (i) One or any mixture of two or 
more of the following optional ingredi­
ents: Gum karaya, gum tragacanth, 
Ofirob bean gum, gelatin,, guar gum, so­
dium carboxymethyleellulose (cellulose 
gum), carrageenan, pat gum, algin (so­
dium alginate), propylene glycol algi­
nate, or xanthan gum. The total quan­
tity of any such substances, including 
that contained In the cream cheese, is
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not more than 0.8 percent by weight of 
ihe finished food.

(ii) When one or more of the optional 
ingredients in paragraph (a) (1) (i) of 
this section are used, dioctyl sodium sul- 
fosuccinate complying with the require­
ments of § 172.810 of this chapter may 
be used in a quantity not in excess of
0.5 percent by weight of such ingredients.

(2) Artificial coloring, unless such 
addition conceals damage or inferiority 
or makes the finished food appear better 
or of greater value than it is.

(b) No water other than that ^con­
tained in the added food ingredients is 
used, but the moisture content of the 
mixture in no case is more than 60 per­
cent. The milk fat is not less than 33 
percent of the percent by weight of the 
cream cheese used, but in no case is it 
less than 27 percent of the finished food. 
Moisture and fa t are determined by the 
methods prescribed in § 133.113(c), ex-

- cept that when the added food contains 
fa t the method prescribed for the de­
termination of fat is not applicable.

(c) The name of the food is “cream
cheese w ith ____________ ” or “cream
cheese a n d __________ ”, the blank be­
ing filled in with the common names of 
the foods added, in order of predomi­
nance by weight. The full name of the 
food shall appear on the principal dis­
play panel of the label in type of uniform 
size, style, and color. Wherever any word 
or statement emphasizing the name of 
an ingredient appears on the label (other 
than in an ingredient statement as speci­
fied in paragraph (d) of this section) so 
conspicuously as to be easily seen under 
customary conditions of purchase, the 
full name of the food shall immediately 
and conspicuously precede or follow such 
word or statement in type of at least the 
same size as the type used in such word or 
statement.

(d) The common name of each of the 
ingredients used shall be declared. on 
the label as required by the applicable 
sections of Part 101 of this chapter.
§ 133.136 Washed curd and soaked 

curd cheese.
(a) Washed curd cheese, soaked curd 

cheese, is the food prepared from milk 
and other ingredients specified in this 
section, by the procedure set forth in 
paragraph (b) of this section, or by an­
other procedure which produces a fin­
ished cheese having the same physical 
and chemical properties as the cheese 
produced when' the procedure set forth 
in paragraph (b) of this section is used. 
I t  contains not more than 42 percent of 
moisture, and its solids contain not less 
than 50 percent of milk fat, as deter­
mined by the methods prescribed in 
§ 133.113(c) . If tham ilk used is not pas­
teurized, the cheese so made is cured

< a t a temperature of not less than 35° F 
for not less than 60 days.

(b) Milk, which may be pasteurized or 
clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto. 
Harmless artificial coloring may be add­
ed. Sufficient rennet, or other safe and
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suitable milk-clotting enzyme that pro­
duces equivalent curd formation, or both, 
with or without purified calcium chloride 
in a quantity not more than 0.02 percent 
(calculated as anhydrous calcium chlo­
ride) of the weight of the milk, is added 
to set the milk to a semisolid mass. The 
mass is so cut, stirred, and heated with 
continued stirring, as to promote and 
regulate the separation of whey and curd. 
The whey is drained off, and the curd is 
matted into a cohesive mass. The mass is 
cut into slabs, which are so piled and 
handled as to promote the drainage of 
whey and the development of acidity. The 
slabs are then cut into pieces, cooled in 
water, and soaked therein until the whey 
is partly extracted and water is ab­
sorbed. The -curd is drained, salted, 
stirred, and pressed into forms. A harm­
less preparation of enzymes of animal 
or plant origin capable of aiding in the 
curing or development of flavor of 
washed curd cheese may be added during 
the procedure, in such quantity that the 
weight of the solids of such preparation 
is not more than 0.1 percent of the weight 
of the milk used.

(c) For the purposes of this section:
(1) The word “milk” means cow’s 

milk, which may be adjusted by separat­
ing part of the fat therefrom or by add­
ing thereto ohe or more of the follow­
ing: Cream, skim milk, concentrated 
skim milk, nonfat dry milk, water in a 
quantity sufficient to reconstitute any 
concentrated skim milk or nonfat dry 
milk used.

(2) Milk shall be deemed to have been 
pasteurized if it has been held a t a tem­
perature of not less than 143° F for a 
period of not less than 30 minutes or for 
a time "and at a temperature equivalent 
thereto in phosphatase destruction. 
Washed curd cheese shall be deemed not 
to have been made from pasteurized milk 
if 0.25 gram, shows a phenol equivalent of 
more than 3 micrograms when tested by 
the method prescribed in § 133.113(f).

(3) During the cheese-making proc­
ess the milk may be treated as provided 
in § 133.113(e) (3).

(d) Washed curd cheese in the form 
of slices or cuts in consumer-sized pack­
ages may contain an optional mold-in­
hibiting ingredient consisting of sorbic 
acid, potassium sorbate, sodium sorbate,. 
or any combination of two or more of 
these, in an amount not to exceed 0.3 
percent by weight, calculated as sorbic 
acid.

(e) (1) If washed curd cheese in sliced 
or cut form contains an optional mold- 
inhibiting ingredient as specified in para­
graph (d) of this section, the label shall
bear the statement “---------- added to
retard mold growth” or “---------- added
as a preservative”, the blank being filled 
in with the common name or names of 
the mold-inhibiting ingredient or in­
gredients used.

(2) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the statement spec­
ified in this section, showing the optional 
ingredient used, shall immediately and 
conspicuously precede or follow /such

name, without intervening written, 
printed, or graphic matter.
§ 133.137 Washed curd cheese for man­

ufacturing.
Washed curd cheese for manufactur­

ing conforms to the definition and stand­
ard of identity prescribed for washed 
curd cheese by § 133.136, except that the 
milk is not pasteurized, curing is not re­
quired, and the provisions of paragraph
(d) of that section do not apply.
§ 133.138 Edam cheese.

(a) Edam cheese is the food prepared 
from milk and other ingredients specified 
in this section, by the procedure set 
forth in paragraph (b) of this section, or 
by another procedure which produces a 
finished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth in 
paragraph (b) of this section is used. It 
contains not more than 45 percent of 
moisture, and its solids contain not less 
than 40 percent of milk fat, as deter­
mined by the methods prescribed in 
§ 133.113(c). If the milk used is not 
pasteurized, the cheese so made is cured 
at a temperature of not less than 35° F 
for not less than 60 days. Edam cheese 
is made in ball or loaf shapes, and the 
surface is covered with a paraffin or other 
tightly adhering cositing. The covering 
or coating may be natural in color or may 
be colored red or any other color.

(b) Milk, which may be pasteurized or 
clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto. 
Harmless artificial coloring may be 
added. Sufficient rennet, or other safe 
and suitable milk-clotting enzyme that 
produces equivalent curd formation, or 
both, with or without purified calcium 
chloride in a quantity not more than 0.02 
percent (calculated as anhydrous cal­
cium chloride) of the weight of the milk, 
is added to set the milk to a semisolid 
mass. After coagulation the mass is cut 
into small cube-shaped pieces with sides 
approximately %-inch long. The mass is 
stirred and heated to about 90° F, and so 
handled by further stirring, heating, di­
lution with water or salt brine, and salt­
ing .as to promote and regulate the sepa­
ration of curd and whey. When the de­
sired curd is obtained, it is transferred 
to forms permitting drainage of whey. 
During drainage the curd is pressed and 
turned. After drainage the curd is re­
moved from the forms and is salted and 
cured. A harmless preparation of en­
zymes of animal or plant origin capable 
of aiding in the curing or development of 
flavor of edam cheese may be added dur­
ing the procedure, in such quantity that 
the weight of the solids of such prepara­
tion is not more than 0.1 percent of the 
weight of the milk used.

(c) For,the purposes of this section:
(1) The word “milk” means cow’s 

milk, which may be adjusted by separat­
ing part of the fat therefrom or by add­
ing thereto one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk, water in a quan-
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tity sufficient to reconstitute any con­
centrated skim milk or nonfat dry milk 
used.

(2) Milk shall be deemed to have been 
pasteurized if it has been held at a tem­
perature of not less than 143° F for a 
period of not less than 30 minutes, or 
for a time and at a temperature equiva­
lent thereto in phosphatase destruction. 
Edam cheese shall be deemed not to 
have been made from pasteurized milk 
if 0.25 gram shows a phenol equivalent of 
more than 3 micrograms when tested by 
the method prescribed in § 133.113(f).

(d) Edam cheese in the form of slices 
or cuts in consumer-sized packages may 
contain an optional mold-inhibiting in­
gredient consisting of sorbic aeid, potas­
sium sórbate, soduim sórbate, or any 
combination of two or more of these, in 
an amount not ta  exceed 0.3 percent by 
weight, calculated as sorbic acid.

(e) (1) If edam cheese in sliced or cut 
form contains an optional mold-inhibit­
ing ingredient as specified in paragraph
(d) of this section, the label shall bear
the statement _____addéd to retard
mold growth’* or “_______added as a
perservative”, the blank being filled in 
with the common name or names of the 
mold-inhibiting ingredient or ingredients 
used.

(2) Wherever the name of thé food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the statement speci­
fied in this section, showing the optional 
ingredient used, shall immediately and 
conspicuously precede or follow such 
name without intervening written, 
printed, or graphic matter.
§ 133.140 Gammelost cheese.

(a) Gammelost cheese is the food pre­
pared from the skim milk of cows and 
the other ingredients specified in this 
section, by the procedure set forth in 
paragraph (b) of this section. It con­
tains not more than 52 percent of mois­
ture, as determined by the method 
prescribed in § 133.113(c).

(b) Skim milk, which may be pas­
teurized, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such skim milk or added 
thereto. The development of acidity is 
continued until the skim milk coagulates 
to a semisolid mass. The mass is stirred 
and heated until a temperature of about 
145° F is reached, and is held at that 
temperature for not less than Vk hour. 
The whey is drained off and the curd 
removed and placed in forms and pressed. 
The shaped curd is placed in whey and 
heated for 3 or 4 hours. It is then re­
moved from the whey and may again be 
pressed. It is then stored under condi­
tions suitable for curing.
§ 133.141 Gorgonzola cheese.

(a) Gorgonzola cheese is the food pre­
pared from cow’s milk or goat’s milk or 
mixtures of these, and other ingredients 
specified in this section, by the procedure 
set forth in paragraph (b) of this section, 
or ky another procedure which produces 
a finished cheese having the same physi­
cal and chemical properties as the cheese

produced when the procedure set forth 
in paragraph (b) of this section is used. 
It is characterized by the presence of 
bluish-green mold throughout the 
cheese. It is made in loaves weighing 
between 14 and 17 pounds. It contains 
not more than 42 percent moisture, and 
its solids contain not less than 50 percent 
milk fat, as determined by the methods 
prescribed in § 133.113(c). I t is not less 
than 90 days old.

(b) Milk, which may be pasteurized or 
clarified or both, which may be warmed, 
and which may be homogenized, .is sub­
jected to the action of harmless lactic - 
acid-producing bacteria, present in such 
milk or added thereto. Harmless artifi­
cial green or blue coloring in a quantity 
which neutralizes any natural yellow 
coloring in the curd may be added. Suf­
ficient rennet, or other safe and suitable 
milk-clotting enzyme that produces 
equivalent curd formation, or both, with 
or without purified calcium chloride in a 
quantity not more than 0.02 percent 
(calculated as anhydrous calcium chlo­
ride) of the weight of the milk, is added 
to set the milk to a semisolid mass. The 
mass is cut into smaller portions and al­
lowed to stand for a time. The mixed 
curd and whey is placed into forms per­
mitting further drainage. While being 
placed in forms, spores, of the mold Pen- 
icillium roquefortii are added. The forms 
are turned several times during drain­
age. When sufficiently drained, the 
shaped curd is removed from the forms 
and salted with dry salt or brine. Perfo­
rations are then made in the shaped 
curd and it is held a t a temperature of 
approximately 50° F, a t 90 to 95 percent 
relative humidity, until the character­
istic mold growth has developed. Dur­
ing storage the surface of the cheese is 
scraped, if necessary, to remove surface 
growth of undesirable microorganisms. 
The rind of the cheese may be coated 
with a vegetable food fat or oil (which 
may be hydrogenated), or any combina­
tion of two or more such articles. A 
harmless preparation of enzymes of ani­
mal or plant origin capable of aiding in 
the curing or development of flavor of 
gorgonzola cheese may be added during 
the procedure, in such quantity that the 
weight of the solids of such preparation 
is not more than 0.1 percent of the milk 
used.

(c) For the purposes of this section:
(1) The word “milk” means cow’s milk 

or goat’s milk or mixtures of these.
(2) Such milk may be bleached by the 

use of benzoyl peroxide or mixture of 
benzoyl peroxide with potassium alum, 
calcium sulfate, and magnesium carbo­
nate, but the weight of the benzoyl per­
oxide is not more than 0.002 percent of 
the weight of the milk being bleached, 
and the weight of the potassium alum, 
calcium sulfate, and magnesium carbo­
nate, singly or combined, is not more 
than six times the weight of the benzoyl 
peroxide used. If milk is bleached in this 
manner, vitamin A is added to the curd 
in such quantity as to compensate for 
the yitamin A or its precursors destroyed 
in the bleaching process, and artificial 
coloring is not used.

(3) Such milk may be adjusted by sep­
arating part of the fat therefrom or by 
adding one or more of the following: 
(In the case of cow’s milk) cream, cream 
which has been treated in the manner 
provided in paragraph (c) (2)̂  of this 
section, concentrated skim milk, non­
fat dry milk; (in the case of goat’s milk) 
the corresponding products obtained 
from goat’s milk; water in a quantity 
sufficient to reconstitute any concen­
trated skim milk or nonfat dry milk 
used.

(d) The food may have applied to its 
surface an optional mold-inhibiting in­
gredient consisting of sorbic acid, potas­
sium sorbate, sodium sorbate, or any 
combination of two or more of these in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid.

(e) (1) If the milk used is bleached, 
the label shall bear the statement “milk 
bleached with benzoyl peroxide”.

(2) If the food contains an optional 
mold-inhibiting ingredient as specified 
in paragraph (d) of this section, the
label shall bear the statement “___
added to retard surface mold growth” or
“—:-------------- added as a preservative”.
the blank being filled in with the com­
mon name or names of the mold-inhibit­
ing ingredient or ingredients used.

(3) Whenever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary, con­
ditions of purchase* the words and state­
ments prescribed in this paragraph 
showing the optional ingredients used 
shall immediately and conspicuously 
precede or folloy such name without in­
tervening written, printed, or graphic 
matter.
§ 133.142 Gouda cheese.

Gouda cheese conforms to the defini­
tion and, standard of identity and com­
plies with the requirements for label: 
declaration of optional ingredients pre­
scribed for edam cheese by § 133.133, ex­
cept that, the fat content of its solids is 
not less than 46 percent. I t is made in 
the shape of a compressed sphere, in 
which the compressed sides are parallel 
and flat. The surface may or may not be 
covered with red-colored paraffin or sim­
ilar tightly adhering coating.
§ 133.144 Granular and stirred curd 

cheese.
(a) Granular cheese, stirred curd 

cheese, is the food prepared from milk 
and other ingredients specified in this 
section, by the procedure set forth in 
paragraph (b) of this section, or by an­
other procedure which produces a fin­
ished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used. 
It contains not more than 39 percent 
of moisture, and its solids contain not 
less than 50 percent of milk fat, as de-* 
termined by the methods prescribed in 
§ 133.113(c). If the milk used is not pas­
teurized, the cheese so made is cured at 
a temperature of not less than 35° F for 
not less than 60 days.

(b) Milk, which may be pasteurized or 
clarified or both, and which may be
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wanned, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto. 
Harmless artificial coloring may be 
added. Sufficient rennet, or other safe 
and suitable milk-clotting enzyme that 
produces equivalent curd formation, or 
both, with or without purified calcium 
chloride in a quantity not more than 0.02 
percent (calculated as anhydrous calcium 
chloride) of the weight of the milk, is 
added to set the milk to a semisolid mass. 
The mass is so cut, stirred, and heated 
with continued stirring, as to promote 
and regulate the separation of whey and 
curd. A part of the whey is drained off. 
The curd is then alternately stirred and 
drained to prevent matting and to 
remove whey from curd. The curd is 
then salted, stirred, drained, and pressed 
into forms. A harmless preparation of 
enzymes of animal or plant origin capa­
ble of aiding in the curing or develop­
ment of flavor of granular cheese, may be 
added during the procedure, in such 
quantity that the weight of the solids of 
such preparation is not more than 0.1 
percent of the weight of the milk used.

(c) For the purposes of this section:
(1) The word “milk” means cow’s 

milk, which may be adjusted by separat­
ing part of the fa t therefrom or by 
adding thereto one or more of the fol­
lowing: Cream, skim milk, concentrated 
skim milk, nonfat dry milk, water in a  
quantity sufficient to reconstitute any 
concentrated skim milk or nonfat dry 
milk used.

(2) Milk shall be deemed to have been 
pasteurized if it has been held a t a 
temperature of not less than 143° F 
for a period of not less than 30 minutes 
or for a time and a t a temperature equiv­
alent thereto in phosphatase destruction. 
Granular cheese shall be deemed not to 
have been made from pasteurized milk 
of 0.25 gram shows a phenol equivalent of 
more than 3 micrograms when tested by 
the method prescribed in § 133.113(f).

(3) During the cheese-making process 
the milk may be treated as provided in 
§ 133.113(e) (3).

(d) Granular cheese in the form of 
slices or cuts in consumer-sized pack­
ages may contain an optional mold-in­
hibiting ingredient consisting of sorbic 
acid, potassium sórbate, sodium sórbate, 
or any combination of two or more of 
these, in an amount not to exceed 0.3 
percent by weight, calculated as sorbic 
acid.

(e) (1) If granular cheese in sliced or 
cut form contains an optional mold-in­
hibiting ingredient as specified in para­
graph (d) of this section, the label shall
bear the statement “__________ added
to retard mold growth” or ---------------
added as a preservative”, the blank be­
ing filled in with the common name,or 
names of the mold-inhibiting ingredient 
or ingredients used.

(2) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the statement spec­
ified in this section, showing the optional 
ingredient used, shall immediately and 
conspicuously precede or follow such

name, without intervening written, 
printed, or graphic matter.
§ 133.145 Granular cheese for manu­

facturing.
Granular cheese for manufacturing 

conforms to the definition and standard 
of identity prescribed for granular cheese 
by § 133.144, except that the milk is not 
pasteurized, curing is not required, and 
the provisions of paragraph (d) of that 
section do not apply.
§ 133.146 Grated cheeses.

(a) (1) Grated cheeses are the class of 
food prepared by grinding, grating, 
shredding, or otherwise comminuting 
cheese of one variety or a mixture of 
two or more varieties. The cheese varie­
ties that may be used are those for which 
definitions and standards of identity 
have been promulgated pursuant to sec­
tion 401 of tiie act, except cream cheese, 
neuf chatel cheese, cottage cheese, 
creamed cottage cheese, cook cheese, 
and skim milk cheese for manufacturing. 
One or more of the optional ingredients 
specified in paragraph (b) of this section 
may be used.

(2) Any cheese ingredient used is 
made from pasteurized milk or is held 
a t a temperature of not less than 35° F  
for not less than 60 days.

(3) Each cheese ingredient used must 
be present at a level of not less than 2 
percent by weight of the finished food.

(4) In the manufacture of the fin­
ished food, moisture may be removed 
from the cheese ingredients but no 
moisture is added, except as provided for 
in paragraph (b) (1) of this section.

(5) (i) The fat content of the solids of 
grated cheese made from a single variety 
of cheese is not more than 1 below the 
minimum percentage prescribed by the 
definition and standard of identity for 
the variety of cheese used.

(ii) The fat content of the solids of 
grated cheeses made from two or more 
varieties of cheese is not more than 1 
below the arithmetical average of the 
minimum fat content percentages pre­
scribed by the definitions and standards 
of identity for the varieties of cheese 
used, but in no case is the fat content 
less than 31 percent.

(6) Moisture and fat in grated cheeses 
are determined by the methods pre­
scribed in § 133.113(c).

(b) The optional ingredients referred 
to in paragraph (a) of this section are:

(1) A mold-inhibiting ingredient con­
sisting of sorbic acid, potassium sorbate, 
sodium sorbate, or any combination of 
two or more of these in an amount not to 
exceed 0.3 percent by weight of the fin­
ished food calculated as sorbic acid. 
The salts of sorbic acid provided for 
herein may be applied in aqueous solu­
tion, the amount of water used being not 
more than that required for application 
of these water-soluble salts in accord­
ance with good commercial practice.

(2) An anticaking agent consisting of 
silicon dioxide (complying with the pro­
visions of § 172.480 of this chapter), 
calcium silicate (complying with the pro­
visions of § 172.410 of this chapter),

sodium silicoaluminate, microcrystalline 
cellulose, or any combination of two or 
more of these in an amount not to ex­
ceed 2 percent by weight of the finished 
food.

(3) Spices.
(4) Safe and suitable flavoring sub­

stances other than any which singly or 
in combination with other ingredients 
simulate the flavor of cheese of any age 
or variety.

(c) (1) The name of the food, if it  is 
made with only one variety of cheese,
is “g ra ted__ ___________ cheese”, the
b la n k  b e in g  f ille d  in  w ith  th e  n a m e  o f the  
v a r ie t y  u sed .

(2) The name of the food, if the only 
cheese ingredients used are parmesan 
and romano cheese, each being present 
a t a level of not less than 25 percent by 
weight of the finished food, is “grated
__________ and _______ ____ cheese”,
the blanks being filled in with the names 
“parmesan” and “romano” in order of 
predominance by weight. The varietal 
designation “reggiano” may be used for 
“parmesan”.

(3) The name of the food, if it is made 
with a mixture of cheese varieties (not 
including parmesan or romano cheese) 
with each of the varieties used being 
present at a level of not less than 25 per­
cent of the weight of the finished food, is
“g ra ted ___________ cheese”, the blank
being filled in with the names of the two 
or more varieties in order of predomi­
nance by weight.

(4) The name of the food, if it is 
made with a mixture of eheese varieties 
in which one or more varieties (not in­
cluding parmesan or romano cheese) 
•are each present a t a level of not less 
than 25 percent by weight of the finished 
food, and one or more other varieties 
(which may include parmesan and ro­
mano cheese) are each present a t a  level 
of not less than 2 percent but in the 
aggregate not more than 10 percent, is
“g ra ted __________ cheese with other
grated cheese” or “g ra ted _______—
cheese with other grated cheeses”, as 
appropriate, the blank being filled in with 
the name or names of those cheese va­
rieties present a t levels of not less than 
25 percent by weight of the finished food 
in order of predominance, in letters not 
more than twice as high as the letters in 
the phrase “with other grated cheese (s) ”.

(5) The name of the food, if it is made 
with a mixture of cheese varieties other 
than those specified by paragraphs (c)
(2), <3>, and (4) of this section is “grated 
cheeses”.

( 6 ) T h e  ch eese  v a r ie ty  n a m e s  p re ­
sc r ib e d  f o r  u se  in  th e  n a m e  o f th e  food 
b y  p a ra g ra p h s  ( c )  ( 1 ) ,  ( 2 ) ,  ( 3 ) ,  a n d  (4) 
o f  th is  se c t io n  a r e  th o se  sp ec if ie d  by 
a p p lic a b le  s ta n d a rd  o f id e n t ity  sectio n s  
o f th is  p a rt , e x ce p t t h a t  th e  v a r ie t y  n am e  
“ A m e r ic a n  ch e e se ” m a y  be u sed  fo r  Ched­
d a r , w a sh e d  c u rd , co lb y , o r  g ra n u la r  
ch eese . A n y  m ix tu r e  o f tw o  o r  m o re  of 
th e se  v a r ie t ie s  m a y , f o r  th e  p urp oses of 
th is  se ct io n , be co n sid ere d  a s  a  sing le  
v a r ie t y  w ith  th e  n a m e  “A m e ric a n  
ch e e se ” .

(7 ) i f  th e  p a rt ic le s  o f ch eese  a re  in  
th e  fo rm  o f c y lin d e rs , sh re d s , o r  str in g s,

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



RULES AND REGULATIONS 14379

the word “shredded”, or if they are in the 
form of chips, the word “chipped” or 
“chopped”, may be used in lieu of the 
word “grated” in the specified name of 
the product.

(d) (1) If the food contains an op­
tional mold-inhibiting ingredient as 
specified in paragraph (b) (1) of this sec­
tion, the label shall bear the statement
“__________  added to retard mold
growth” or “__________  added as a
preservative”, the blank bemfe filled in 
with the common name or names of the 
mold-inhibiting ingredients used.

(2) If it contains an optional anticak­
ing agent as specified in paragraph (b)
(2) of this section, the label shall bear
the statement “__________ added to
prevent caking”, the blank being filled in 
with the common name or names of the 
anticaking agents used.

(3) If it contains a spice as specified in 
paragraph (b) (3) of this section, the 
label shall bear the statement “spice 
added”, “with added spice”, or “spiced
with--------------- ”, the blank being filled
in with the common or usual name of the 
spice used.

(4) If it contains a flavoring substance 
as specified in paragraph (b) (4) of this 
section, the label shall bear the state­
ment “flavoring added”, “with added
flavoring”, or “flavored w ith ________
---- ”, the blank being filled in with the
common or usual name of the flavoring 
used. If the flavoring used is artificial, the 
word “artificially” shall precede the 
statement “flavored w ith __________ ”.

(5) If the name of one or more vari­
eties of cheese used in grated cheeses 
does not appear as a part of the name of 
the food, the names of all cheese varieties 
used shall be listed in order of predom­
inance by weight.

(e) The words and statements speci­
fied in paragraph (d) of this section 
showing the optional ingredients present 
shall be listed on the principal display 
panel or panels or any appropriate infor­
mation panel without obscuring design, 
vignettes, or crowding. The declaration 
shall appear in conspicuous and easily 
legible letters of boldface print or type 
the size of which shall be not less than 
one-half of that required by Part 101 of 
this chapter for the statement of net 
quantity of contents appearing on the 
label, but in no case less than one-six­
teenth of an inch in height. The entire 
declaration shall appear on at least one 
panel of the label and in lines generally 
parallel to thè base on which the con­
tainer rests as it is designed to be dis­
played.
§ 133.147 Grated American cheese food.

(a) (1) Grated American cheese food 
is the food prepared by mixing, with or 
without the aid of heat, one or more of 
the optional cheese ingredients pre­
scribed in paragraph (b) of this section 
with one or more of the optional ingre­
dients prescribed in paragraph (c) of 
this section, into a uniformly blended, 
Partially dehydrated, powdered or gran­
ular mixture.

(2) Grated American cheese food con­
tains not less than 23 percent of milk

fat, as determined by the methods pre­
scribed in § 133.113(c).

(b) The optional cheese ingredients 
referred to in paragraph (a) of this 
section are Cheddar cheese, washed curd 
cheese, colby cheese, and granular 
cheese.

(c) The other optional ingredients re­
ferred to in paragraph (a) of this section 
are:

(1) Nonfat dry milk.
(2) Dried whey.
(3) An emulsifying agent consisting 

of one or any mixture of two or more of 
the emulsifying ingredients named in 
§ 133.173(e) (1), in such quantity that 
the weight of the solids thereof is not 
more than 3 percent of the weight of the 
grated American cheese food.

(4) An acidifying agent consisting of 
one or more of the acid-reacting in­
gredients named in § 133.173(e) (2).

(5) Salt.
(6) Artificial coloring.
(d) The name of the food is “Grated 

American cheese food”. The full name 
of the food shall appear on the principal 
display panel of the label in type of uni­
form size, style, and color. Wherever any 
word or statement emphasizing the name, 
of any ingredient appears on. the label 
(other than in an ingredient statement 
as specified in paragraph (e) of this sec­
tion) so conspicuously as to be easily 
seen under customary conditions of pur­
chase, the full name of the food shall 
immediately and conspicuously precede 
or follow such word or statement in type 
of at least the same size as the type used 
in such word or statement.

(e) The common name of each of the 
ingredients used shall be declared on the 
label as required by the applicable sec­
tions of Part 101 of this chapter, except 
that Cheddar cheese, washed curd cheese, 
colby cheese, granular cheese, or any 
mixture of two or more of these may be 
designated “American cheese”.
§ 133.148 Hard grating cheeses.

(a) The cheeses for which definitions 
and standards of identity are pre­
scribed by this section are hard grat­
ing cheeses for which specifically 
applicable definitions and standards of 
identity are not prescribed by other sec­
tions of this part. They are made from 
milk and the other ingredients specified 
in this section, by the procedure set forth 
in paragraph (b) of this section. They 
contain not more than 34 percent of 
moisture, and their solids contain not 
less than 32 percent of milk fat, as de­
termined by the methods prescribed in 
§ 133.113(c). Hard grating^ cheeses are 
cured for not less than 6 months.

(b) Milk, which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria 
or other harmless flavor-producing bac­
teria, present in such milk or added 
thereto. Sufficient rennet, rennet paste, 
extract of rennet paste, or other safe and 
suitable milk-clotting enzyme that pro­
duces equivalent curd formation, singly 
or in any combination (with or without

purified calcium chloride in a quantity 
not more than 0.02 percent, calculated 
as anhydrous calcium chloride, of the 
weight of the milk) is added to set the 
milk to a semisolid mass. Harmless 
artificial coloring may be added. The 
mass is cut into small particles, stirred, 
and heated. The curd is separated from 
the whey, drained, shaped into forms, 
pressed, salted, and cured. The rind may 
be colored or rubbed with vegetable oil 
or both. A harmless preparation of en­
zymes of animal or plant origin capable 
of aiding in the curing or development of 
flavor of hard grating cheese may be 
added during the procedure, in such 
quantity that the weight of the solids of 
such preparation is not more than 0.1 
percent of the weight of the milk used.

(c) For the purposes of this section, 
the word “milk” means cow’s milk or 
goat’s milk or sheep’s milk or mixtures of 
two or all of these. Such milk may be 
adjusted by separating part of the fat 
therefrom or (in the case of cow’s milk) 
by adding one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk; (in the case 
of goat’s milk) the corresponding prod­
ucts from goat’s milk; (in the case of 
sheep’s milk) the corresponding products 
from sheep’s milk; water in a quantity 
sufficient to' reconstitute any such con­
centrated or dried products used.

(d) Hard grating cheeses in the form 
of slices or cuts in consumer-sized pack­
ages may contain an optional mold-in­
hibiting ingredient consisting of sorbic 
acid, potassium sorbate, sodium sorbate, 
or any combination of two or more of 
these, in an amount not to exceed 0.3 
percent by weight, calculated as sorbic 
acid.

(e) The name of each hard grating 
cheese for which a definition and stand­
ard of identity is prescribed by this sec­
tion is “Hard grating cheese”, preceded 
or followed by:

(1) The specific common or usual 
name of such hard grating cheese, if 
any such name has become generally 
recognized therefor; or

(2) If no such specific common or 
usual name has become generally recog­
nized therefor, an arbitrary or fanciful 
name that is not false or misleading in 
any particular.

( f )  (1),When milk other than cow’s
milk is used in whole or in part, the 
name of the cheese includes the state­
ment “made fro m ________”, the blank
being filled in with the name or names 
of the milk used, in order of predomi­
nance by weight.

(2) If hard grating cheeses in sliced 
or cut form contain an optional mold- 
inhibiting ingredient as provided for in 
paragraph (d) of this section, the label
shall bear the statement “___________
added to retard mold growth” or

-------------- added as a preservative”,
the blank being filled in with the com­
mon name or names of the mold-inhibit­
ing ingredient or ingredients used.

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily, seen under customary condi-
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tions of purchase, the words and state­
ments prescribed by this section, l o w ­
ing the optional ingredients used, shall 
immediately and conspicuously precede 
or follow such name, without interven­
ing written, printed, or graphic matter.
§ 133.149 Gruyere cheese.

(a) Gruyere cheese is the food pre­
pared from milk and other ingredients 
specified in this section, by the proce­
dure set forth in paragraph (b) of this 
section, or by another procedure which 
produces a finished cheese having the 
same physical and chemical properties 
as the cheese produced when the proce­
dure set forth in paragraph (b) of this 
section is used. It contains not more than 
39 percent of moisture and its solids con­
tain not less than 45 percent of milk 
fat, as determined by the methods pre­
scribed in § 133.113 (c). I t contains small 
holes, or eyes. I t  has a mild flavor, due 
in part to the growth of surface-curing 
agents. I t  is not less than 90 days old.

Cb) Milk, which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto; 
harmless propionic-acid-producing bac­
teria may also be added. Sufficient ren­
net, or other safe and suitable milk­
clotting enzyme that produces equiv­
alent curd formation, or both, with or 
without purified calcium chloride in a 
quantity not more than 0.02 percent 
(calculated as anhydrous calcium chlo­
ride) of the weight of the milk, is added 
to set the milk to a semisolid mass. The 
mass is cut into particles similar in size 
to wheat kernels. For about 30 minutes 
the particles are alternately stirred and 
allowed to settle. The temperature is 
raised to about 126° F. Stirring is con­
tinued until the curd becomes firm. The 
curd is transferred to hoops or forms, 
and pressed until the desired shape and 
firmness are obtained. The cheese is 
surface-salted while held at a tempera­
ture of 48° F to 54° F for a few days. 
I t  is soaked for 1 day in a saturated salt 
solution. I t  is then held for 3 weeks in 
a salting cellar and wiped every 2 days 
with brine cloth to ensure growth of bio­
logical curing agents on the rind. It is 
then removed to a heating room and held 
at progressively higher temperatures, fi­
nally reaching 65° F with a relative 
humidity of 85 to 90 percent, for several 
weeks, during which time small holes, 
or so-called eyes, form. The cheese is 
then stored a t a lower temperature for 
further curing. A harmless preparation 
of enzymes of animal or plant origin 
capable of aiding in the curing or devel­
opment of flavor of gruyere cheese may 
be added during the procedure, in such 
quantity that the weight of the solids 
of such preparation is not more than 0.1 
percent of the weight of the milk used.

(c) For the purposes of this section, 
the word “milk’* means cow’s milk, which 
may be adjusted by separating part of 
the fat therefrom or by adding thereto 
cream or skim milk.

(d) Gruyere cheese in the form of 
slices or cuts in consumer-sized packages 
may contain an optional mold-inhibit-
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ing ingredient consisting of sorbic acid, 
potassium sórbate, sodium sórbate, or 
any combination of two or more of these, 
in an amount not to exceed 0.3 percent 
by weight, calculated as sorbic acid.

(e) (1) If gruyere cheese in sliced or 
cut form contains an optional mold-in­
hibiting ingredient as specified in para­
graph Od) of this section, the label shall
bear the statement “_______ added
to retard mold growth” or “_________
added as a preservative”, the blank be­
ing filled in with the common name or 
names of the mold-inhibiting ingredient 
or ingredients used.

(2) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the statement speci­
fied in this section, showing the optional 
ingredient used, shall immediately and 
conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter.
§ 1 3 3 .1 5 0  Hard cheeses.

(a) The cheeses for which definitions 
and standards of identity are prescribed 
by this section are hard cheeses for 
which specifically applicable definitions 
and standards of identity are not pre­
scribed by other sections of this part. 
They are made from milk and the other 
ingredients specified in this section, by 
the procedure set forth in paragraph (b) 
of this section. They contain not more 
than 39 percent of moisture, and their 
solids contain not less than 50 percent of 
milk fat, as determined by the methods 
prescribed in § 133.113(c). If the milk 
used is not pasteurized, the cheese so 
made is cured at a temperature of not 
less than 35° F for not less than 60 days.

(b) Milk, which may be pasteurized or 
clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
with or without other harmless flavor- 
producing bacteria, present in such milk 
or added thereto. Harmless artificial 
coloring may be added. Sufficient rennet, 
rennet paste, extract of rennet paste, or 
other safe and suitable milk-clotting 
enzyme that produces equivalent curd 
formation, singly or in any combination 
(with or without purified calcium chlo­
ride in a quantity not more than 0.02 per­
cent, calculated as anhydrous calcium 
chloride, of the weight of the milk) is 
added to set the milk to a semisolid mass. 
T ie  mass is cut into small particles, 
stirred, and heated. The curd is sepa­
rated from the whey, drained, and 
shaped into forms, and may be pressed. 
The curd is salted at some stage of the 
manufacturing process. The shaped 
curd may be cured. The rind may be 
coated with paraffin or rubbed with 
vegetable oil. A harmless preparation of 
enzymes of animal or plant origin capa­
ble of aiding in the curing or develop­
ment of flavor of hard cheese may be 
added during the procedure, in such 
quantity that the weight of the solids of 
such preparation is not more than 0.1 
percent of the weight of the milk used. 
Harmless flavor-producing microorga­
nisms may be added, and curing may be 
conducted under suitable conditions for

the development of biological curing 
agents.

(c) For the purposes of this section:
(1) The word “milk” means cow’s 

milk or goat’s milk or sheep’s milk or 
mixtures of two or all of these. Such 
milk may be adjusted by separating part 
of the fa t therefrom, or (in the case of 
cow’s milk) by adding one or more of 
the following: Cream,skim milk, concen­
trated skim milk, nonfat dry milk; 
(in the case of goat’s milk) the corre­
sponding products from goat’s milk; (in 
the case of sheep’s milk) the correspond­
ing products from sheep’s milk; water in 
a quantity sufficient to reconstitute any 
concentrated or dried products used.

(2) Milk shall be deemed to have been 
pasteurized if I t  has been held a t a tem­
perature of not less than 143° F for a 
period of not less than 30 minutes, or for 
a time and at a temperature equivalent 
thereto in phosphatase destruction. A 
hard cheese shall be deemed not to have 
been made from pasteurized milk if 0.25 
gram shows a phenol equivalent of more 
than 3 micrograms, when tested by the 
method prescribed in § 133.113(f).

(d) Hard cheeses in the form of slices 
or cuts in consumer-sized packages may 
contain an optional mold-inhibiting in­
gredient consisting of sorbic acid, potas­
sium sorbate, sodium sorbate, or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid.

(e) The name of each hard cheese for 
which a definition and standard of 
identity is prescribed by this section is 
“Hard cheese”, preceded or followed by:

(1) The specific common or unusual 
name of such hard cheese, if any such 
name has become generally recognized 
therefor; or

(2) If no such specific common or 
usual name has become generally rec­
ognized, therefor, an arbitrary or fanci­
ful name that is not false or misleading 
in any particular.

(f )  (1) When milk other than cow’s
milk is used in whole or in part, the 
name of the cheese includes the state­
ment “made from _________”, the blank
being filled in with the name or names 
of the milk used, in order of predomi­
nance by weight.

(2) If hard cheeses in sliced or cut 
form contain an optional mold-inhibit­
ing ingredient as provided for in para­
graph (d) of this section, the label shall
bear the statement “______ >_ added
to retard mold growth'’ or “---- #-------
added as a preservative”, the blank be­
ing filled in with the common name or 
names of the mold-inhibiting ingredient 
or ingredients used.

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the words and state­
ments prescribed by this section, show­
ing the optional ingredients used, shall 
immediately and conspicuously precede 
or follow such name, without interven­
ing written, printed, or graphic matter.
§ 133.152 JLimburger cheese.

(a) Limburger cheese is the food pre­
pared from milk and other ingredients
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specified in this section, by the procedure 
set forth in paragraph (b) of this sec­
tion* or by another procedure which 
produces a finished cheese having the 
same physical and chemical properties 
as the cheese produced when the pro­
cedure set forth in paragraph <b) of this 
section is used. It contains not more 
than 50 percent of moisture, and its 
solids contain not less than 50 percent of 
milk fat, as determined by the methods 
prescribed in 5 133.113(c). If the wiiiir 
used is not pasteurized, limburger cheese 
is held a t a temperature of not less than 

. 35* F  for not less than 60 days.
(b) Milk, which may be pasteurized or 

clarified or both, is brought to a temper­
ature of about 92* P  and subjected to 
the action of harmless lactic-acid-pro­
ducing bacteria, present in such milk or 
added thereto. Sufficient rennet, or 
other safe and suitable milk-clotting en­
zyme that produces equivalent curd for­
mation, or both, with or without purified 
calcium cholride in a  quantity not more 
than 0.02 percent (calculated as anhy­
drous calcium chloride) of the weight of 
the milk, is added to set the milk to a 
semisolid mass. The mass is cut into cubes 
with sides approximately %-inch inng, 
After a few minutes the mass is stirred 
and heated, gradually raising the tem­
perature to 96° P  to 98* P. The curd is 
then allowed to settle, most of the whey 
is drained off, and the remaining curd 
and whey dipped into molds. During 
drainage the curd may be pressed. I t  
is turned a t regular intervals. After 
drainage the curd is cut into pieces of 
desired size and dry-salted a t Intervals 
for 24 to 48 hours. The cheese is then 
cured with frequent applications of a 
weak brine solution to the surface, until 
the proper growth of surface-curing or­
ganisms is obtained. I t  is then wrapped 
and held in storage for development of 
as much additional flavor as is desired, 
when made from pasteurized milk the 
milk Is brought to a temperature of 89° 
f  to 90° P  after pasteurization. A cul­
ture of harmless lactic-acid-producing 
bacteria is added. Calcium chloride may 
be added, as to raw milk. The procedure 
then is the same as with raw mflk, ex- 
cept that heating is to 94* P. After most 
of the whey is drained off, salt brine at 
a temperature of 68° F  to 70* P  is added, 
so that the pH of the curd is about 4 8 
The mixed curd, whey, and brine is 
dipped into molds and the same pro- 

followed as when raw milk is used, 
wnether pasteurized or unpasteurized 
milk is used, a harmless preparation of 
enzymes of animal or plant origin 
capable of aiding in the curing or devel­
opment of flavor of limburger cheese 
may be added during the procedure, in 
such quantity that the weight of the 
sohds of such preparation is not more 
than 0.1 percent of the weight of the milk used.

S i the P^Poses of this section: 
The word “milk” means cow’s milk, 

O u sted  by separating part 
or the fat therefrom or by adding thereto 
one or more of the following: Cream, 
skim milk, concentrated skim milk, non-

fa t dry milk, water in a  quantity suffi­
cient to reconstitute any concentrated 
skim milk or nonfat dry milk used.

(2) Milk shall be deemed to have been 
pasteurized if it has been held a t a tem­
perature of not less than 143* F  for a 
period of not less than 30 minutes, or 
for a time and a t a temperature equiva­
lent thereto in phosphatase destruction.
§ 133.153 Monterey cheese and inon- 

terey jack cheese.
(a) Monterey cheese, monterey jack 

cheese is the food prepared from milk 
and other ingredients specified in this 
section, by the procedure set forth in 
paragraph (b) of this section, or by 
another procedure which produces a 
finished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used. 
It contains not more than 44 percent of 
moisture, and its solids contain not less 
than 50 percent of milk fat, as deter­
mined by the methods prescribed in 
§ 133.113(c).

(b) Milk, which is pasteurized, and 
which may be clarified, is subjected to 
the action of harmless lactic-acid-pro­
ducing bacteria, present in such milk or 
added thereto. Sufficient rennet, or other 
safe and suitable milk-clotting enzyme 
that produces equivalent curd formation, 
or both, with or without purified calcium 
chloride in a quantity not more than 0.02 
percent (calculated as anhydrous cal­
cium chloride) of the weight of the milk, 
is added to set the milk to a semisolid 
mass. The mass is so cut, stirred, and 
heated with continued stirring, as to pro­
mote and regulate the separation of whey 
and curd. Part of the whey is drained off, 
and water or salt brine may be added. 
The curd is drained and placed in a mus­
lin or sheeting cloth, formed into a ball 
and pressed; or the curd is placed in a 
cheese hoop and pressed. Later, the cloth 
bandage is removed, and the cheese may 
be covered with paraffin or dipped in 
vegetable oil, and may have rice flour 
sprinkled on the surface. A harmless 
preparation of enzymes of anim al or 
plant ^origin capable of aiding in the 
curing or development of flavor of mon­
terey cheese may be added during the 
procedure, in such quantity that the 
weight of the solids of such preparation 
is not more than 0.1 percent of the 
weight of the milk used.

(c) For the purposes of this section:
(1) The word “milk” means cow’s milk, 

which may be adjusted by s e p a r a t i n g  
part of the fat therefrom or by adding 
thereto one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk, water in a quan­
tity sufficient to reconstitute any con­
centrated skim milk or nonfat dry milk 
used.

(2) Milk shall be deemed to have been 
pasteurized if it has been held at a tem­
perature of not less than 143* P  for a 
period of not less than 30 minutes, or 
for a time and a t a temperature equiva­
lent thereto in phosphatase destruction. 
Monterey cheese shall be deemed not to 
have been made from pasteurized milk

if 0.25 gram shows a phenol equivalent of 
more than 3 micrograms when tested by 
the method prescribed in § 133.113(f).

td) Monterey cheese in the form of 
slices or cuts in consumer-sized packages 
may contain an optimal mold-inhibiting 
ingredient consisting of sorbic acid, po­
tassium sórbate, sodium sórbate, or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid.

(e) (1) If monterey cheese in sliced or 
cut form contains an optional mold-in­
hibiting ingredient as specified in para­
graph (d) of this section, the label shall
bear the statement “________added to
retard mold growth” or “ _____added
as a preservative”, the blank being filled 
in with the common name or names of 
the mold-inhibiting ingredient or ingre­
dients used.

(2) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the. statement speci­
fied in this section, showing the optional 
ingredient used, shall immediately and 
conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter.
§ 133.154 High-moisture jack cheese.

High-moisture jack cheese conforms to 
the definition and standard of identity 
and is subject to the requirement for 
label statement of optional ingredients 
prescribed for monterey cheese by 
§ 133.153, except that its moisture content 
is more than 44 percent but lesá than 50 
percent.
§ 133.155 Mozzarella cheese and scam- 

orza cheese.
(a) Mozzarella cheese, scamorza 

cheese is the food prepared from milk 
and other Ingredients specified in this 
section, by the procedure set forth in 
paragraph (b) of this section. I t  may be 
molded into various shapes. It contains 
more than 52 percent but not more than 
60 percent of moisture, and its milk fat 
content, calculated on the solids basis, is 
not less than 45 percent, as determined 
by the methods prescribed in § 133.113 (c).

(b) Milk, which is pasteurized, is 
warmed to approximately 88* P  and sub­
jected to the action of harmless lactic- 
acid-producing bacteria, which may be 
added thereto as starter. The milk may 
be acidified with vinegar. Liquid rennet, 
or other safe and suitable milk-clotting 
enzyme that produces equivalent curd 
formation, or both may be added to aid 
in setting the milk to a semisolid mass. 
The mass is cut, and it may be stirred to 
facilitate separation of whey from the 
curd. The whey is drained and the curd 
may be washed with cold water and the 
water drained off. The curd may be col­
lected in bundles for further drainage 
and for ripening. The curd may be iced, it 
may be held under refrigeration, and it 
may be permitted to warm to room tem­
perature and ripen further. The curd 
may be cut. I t is immersed in hot water 
or heated with steam and is kneaded and 
stretched until smooth and free of lumps.
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Then it is cut and molded. The molded 
curd is firmed by immersion in cold water 
and may be salted in brine and drained.

(c) For the purposes of this section:
(1) The word “milk” means cow’s 

milk, which may be adjusted by separat­
ing part of the fat therefrom or by 
adding cream or skim milk or both.

(2) Milk shall be deemed to have been 
pasteurized if it has been held at a tem­
perature of not less than 145° F for a 
period of not less than 30 minutes, or 
for a time and temperature equivalent 
thereto in phosphatase destruction. The 
finished food shall be deemed not to have 
been made from pasteurized milk if 0.25 
gram shows a phenol equivalent of more 
than 3 micrograms when tested by the 
method prescribed in § 133.113(f), pro- 
volone modification.
§ 133.156 Low-moisture mozzarella and 

scamorza cheese.
(a) Low moisture mozzarella cheese 

is the food prepared from milk and other 
ingredients specified in this section, by 
the procedure set forth in paragraph
(b) of this section, or by another pro­
cedure which produces a finished cheese 
having the same physical and chemical 
properties as the cheese produced when 
the procedure set forth in paragraph (b) 
of this section is used. It may be 
molded into various shapes. Its mois­
ture content is more than 45 percent but 
not more than 52 percent, and its milk 
fat content, calculated on the solids 
basis, is not less than 45 percent, as de­
termined by the method prescribed in 
§ 133.113(c).

(b) Milk, which is pasteurized, and 
which may be clarified or homogenized 
or both, and which may be warmed, is 
subjected to the action of harmless lac- 
tic-aqid-pfoducing bacteria, which may 
be added thereto as starter. The milk 
may be acidified with vinegar. Rennet, 
rennet paste, extract of rennet paste, or 
other safe and suitable, milk-clotting 
enzyme that produces equivalent curd 
formation, singly or in any combination 
(with or without purified calcium chlo­
ride in a quantity not more than 0.02 
percent, calculated as anhydrous calcium 
chloride, of the weight of the milk) is 
added to aid in setting the milk to a semi­
solid mass. The mass is cut, stirred, 
and allowed to stand. It may be re­
heated and again stirred. The whey is 
drained, and the curd may be cut and 
piled to promote further separation of 
whey. It may be washed with cold 
water and the water drained off. Hie 
curd may be collected in bundles for 
further drainage and ripening. The 
curd may be iced, it may be held under 
refrigeration, and it may be permitted 
to warm to room temperature and ripen 
further. The curd may be cut. It is 
immersed in hot water or heated with 
steam and is kneaded and stretched 
until smooth and free of lumps. Then it 
is cut and molded. In molding, the curd 
is kept sufficiently warm to cause proper 
sealing of the surface. The molded curd 
is firmed by immersion in cold water and 
may be salted in brine and drained.

(c) For the purposes of this section:
(1) The word “milk” mean cow’s 

milk, which may be adjusted by sepa­
rating part of the fat therefrom or by 
adding thereto one or more of the follow­
ing: Cream, skim milk, concentrated 
skim milk, nonfat^dry milk, and water in 
a quantity sufficient to reconstitute any 
concentrated skim milk or nonfat dry 
milk used.

(2) Milk shall be deemed to have been 
pasteurized if it has been held at a tem­
perature of not less than 145° F for a 
period of 30 minutes or for a time and 
temperature equivalent thereto in phos­
phatase destruction. The finished food 
shall be deemed not to have been made 
from pasteurized milk if 0.25 gram shows 
a phenol equivalent of more than 3 mi­
crograms when tested by the method pre­
scribed in § 133.113(f), provolone modi­
fication.

(d) Low moisture mozzarella cheese, 
low moisture scamorza cheese in the form 
of slices or cuts in consumer-sized pack­
ages may contain an optional mold-in­
hibiting ingredient consisting of sorbic 
acid, potassium sorbate, sodium sorbate, 
or any combination of two or more of 
these in an amount not to exceed 0.3 
percent by weight, calculated as sorbic 
acid.

(e) (1) If low moisture mozzarella 
cheese, low moisture scamorza cheese in 
sliced or cut form contains an optional 
mold-inhibiting ingredient as specified 
in paragraph (d) of this section, the label
shall bear the statement “----------------
added to retard mold growth” or “--------
________ added as a preservative”, the
blank being filled in with the common 
name or names of the mold-inhibiting 
ingredient or ingredients used.

(2) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the statements pre­
scribed by this section, showing the op­
tional ingredient (or ingredients) used, 
shall immediately and conspicuously pre­
cede or follow such name, without inter­
vening written, printed, or graphic 
matter.
§ 133.157 Part-skim mozzarella and 

scpmorza cheese.
Part-skim mozzarella cheese, part- 

skim scamorza cheese conforms to the 
definition and standard of identity as 
prescribed for mozzarella cheese by 
§ 133.155, except that its milk fat con­
tent, calculated on the solids basis, is less 
than 45 percent but not less than 30 
percent.
§ 133.158 Low-moisture part-skim moz­

zarella and scamorza cheese.
Low moisture part-skim mozzarella 

cheese, low moisture part-skim scamorza 
cheese conforms to the "definition and 
standard of identity and complies with 
the requirements for label declaration of 
optional ingredients prescribed for low 
moisture mozzarella cheese, low moisture 
scamorza cheese by § 133.156; except 
that its milk fat content, calculated on 
the solids basis, is less than 45 percent 
but not less than 30 percent.

§ 133.160 Muensler and m u n s I e r 
cheese.

(a) Muenster cheese, munster cheese, 
is the food prepared from pasteurized 
milk and other ingredients specified in 
this section, by the procedure set forth 
in paragraph (b) of this section, or by 
another procedure which produces a fin­
ished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used. 
I t  contains not more than 46 percent of 
moisture, and its solids contain not less 
than 50 percent of milk fat, as deter­
mined by thè methods prescribed in 
§ 133.113(c).W

(b) Milk, Which is pasteurized or clari­
fied or both, and which may be warmed, 
is subjected to the action of harmless lac­
tic-acid-producing bacteria, present in 
such milk or added thereto. Harmless 
artificial coloring may be added. Suffi­
cient rennet, or other safe and suitable 
milk-clotting enzyme that produces 
equivalent curd formation, or both, with 
or without purified calcium chloride in 
a quantity not more than 0.02 percent 
(calculated as anhydrous calcium chlo­
ride) of the weight of the milk, is added 
to set the milk to a semisolid mass. After 
coagulation the mass is divided into small 
portions, stirred, and heated, with or 
without dilution with water or salt brine, 
so as to promote and regulate the separa­
tion of whey and curd. The curd is trans­
ferred to forms permitting drainage of 
the whey. During drainage the curd may 
be pressed and turned. After drainage 
the curd is removed from the forms and 
is salted. The surface of the cheese may 
be rubbed with vegetable oil. A harm­
less preparation of enzymes of animal or 
plant origin capable of aiding in the cur­
ing or development of flavor of muenster 
cheese may be added during the pro­
cedure, in such quantity that the weight 
of the solids of such preparation is not 
more than 0.1 percent of the weight of 
the milk used.

(c) For the purposes of this section:
(1) The word “milk” means cow’s 

milk, which may be adjusted by separat­
ing part of the fat therefrom or by add­
ing thereto one or more of the following : 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk, water in a quan­
tity sufficient to reconstitute any con­
centrated skim milk or nonfat dry milk 
used.

(2) Milk shall be deemed to have been 
pasteurized if it has beep held at a tem­
perature of not less than 143° F for a 
period of not less than 30 minutes, or 
for a time and at a temperature equiva­
lent thereto in phosphatase destruction. 
Muenster cheese shall be deemed not to 
have been made from pasteurized milk if
0.25 gram shows a phenol equivalent of 
more than 3 micrograms when tested by 
the method prescribed in § 133.113(f).

(d) Muenster cheese in the form of 
slices or cuts in consumer-sized packages 
may contain an optional mold-inhibiting 
ingredient consisting of sorbic acid, po­
tassium, sorbate, sodium sorbate, or any 
combination of two or more of these, in
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an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid.

(e) (1) If muenster cheese in sliced or 
cut form contains an optional mold-in­
hibiting ingredient as specified in para­
graph (d) of this section, the label shall
bear the statement “ ______added to
retard mold growth” or “_____ _ added
as a preservative”, the blank being filled 
in with the common name or names of 
the mold-inhibiting ingredient or ingre­
dients used.

(2) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the statement speci­
fied in this section, showing the optional 
ingredient used, shall immediately and 
conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter.
§ 133.161 Muenster and munster cheese 

for manufacturing.
Muenster cheese for manufacturing 

conforms to the definition and standard 
of identity for muenster cheese pre­
scribed by § 133.160, except that the milk 
is not pasteurized and the provisions of 
paragraphs (d) and (e) of that section 
do not apply.
§ 133.162 Neufchatel cheese.

(a) Neufchatel cheese is the soft un­
cured cheese prepared by the procedure 
set forth in paragraph (b) of this section. 
The finished neufchatel cheese contains 
not less than 20 percent but less than 33 
percent of milk fa t and not more than 
65 percent of moisture, as determined, re­
spectively, by the methods prescribed 
under “Fat—Official” on page 302 and 
under “Moisture—Official” on page 301 
of “Official and Tentative Methods of 
Analysis of the Association of Official 
Agricultural Chemists,” Fifth Edition, 
1940. (These methods appear in the 10th 
edition, 1965, p. 248, sec. 15.164; p. 247, 
sec. 15.157, respectively.)

(b) (1) One or a mixture of two or 
more of the dairy ingredients specified 
in paragraph (b) (3) of this section is 
pasteurized and may be homogenized. To 
such ingredient or mixture harmless 
lactic-acid-producing bacteria, with or 
without rennet, or other safe and suitable 
milk-clotting enzyme that produces 
equivalent curd formation, or both, are 
added and it is held until it becomes 
coagulated. The coagulated mass may be 
warmed; it may be stirred; it is then 
drained. The moisture content may be 
adjusted with cheese whey, concentrated 
cheese whey, dried cheese whey, or re- 
constituted cheese whey prepared by ad­
dition of water to concentrated cheese 
whey or dried cheese whey. The curd may 
be pressed, chilled, worked, seasoned 
with salt; it may be heated, with or with­
out addition of one or more of the dairy 
ingredients specified in paragraph (b)

of this section, until it becomes fluid, 
and it may then be homogenized or 
otherwise mixed.

(2) (i) i n the preparation of neuf­
chatel cheese, one or any mixture of two 
or more of the optional ingredients gum 
Karaya, gum tragacanth, carob bean 
gum> guar gum, carrageenan, gelatin,

algin (sodium alginate) , propylene gly­
col alginate, or xanthan gum may be 
used; but the quantity of any such in­
gredient or mixture is such that the 
total weight of solids contained therein 
is not more than 0.5 percent by weight of 
the finished neufchatel cheese.

(ii) When one or more of the optional 
ingredients in paragraph (b) (2) (i) of 
this section are used, dioctyl sodium 
sulfosuccinate complying with the re­
quirements of § 172.810 of this chapter 
may be used in a quantity not in excess 
of 0.5 percent by weight of such ingre­
dients.

(3) The dairy ingredients referred to 
in paragraph (b) (1) of this section are 
cream, plastic cream, milk, skim milk, 
concentrated milk, concentrated skim 
milk, and nonfat dry milk. If concen­
trated milk, concentrated skim milk-, or 
nonfat dry milk is used, water may be 
added in a quantity not in excess of that 
removed when the milk or skim milk was 
concentrated or dried.

(4) For the purposes of this section 
the term “milk” means sweet milk of 
cows; “skim milk” means milk from 
which the milk fat has been separated, 
and “concentrated skim milk” means 
skim milk from which a portion of the 
water has been removed by evaporation.

(c) When used in the food, salt, bac­
terial culture, and enzymes as provided 
for in paragraph (b) (1) of this section 
and each of the ingredients listed in par­
agraph (b) (2) and (3) of this section 
shall be declared by common name on 
the label as required by the applicable 
sections of Part 101 of this chapter ex­
cept that:

(1) Any cream as defined in Part 131 
of this chapter and plastic cream may be 
declared as “cream”.

(2) Concentrated milk and reconsti­
tuted milk prepared by addition of water 
to concentrated milk may be declared as 
“milk”.

(3) Concentrated skim milk, nonfat 
dry milk, and reconstituted skim milk 
prepared by addition of water to concen­
trated skim milk or nonfat dry milk may 
be declared as “skim milk”.

(4) Bacterial cultures may be declared 
as “cheese culture” or by the word “cul­
tured” followed by the name of the sub­
strate, e.g., “made from cultured cream”.

(5) Milk clotting enzymes may be de­
clared by the word “enzymes”.
§ 133.164 Nuworld cheese.

(a) Nuworld. cheese is the food pre­
pared from milk and other ingredients 
specified in this section, by the procedure 
set forth in paragraph (b) of this section, 
or by another procedure which produces 
a finished cheese having the same physi­
cal and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used.
It is characterized by the presence of 
creamy-white mold throughout the 
cheese. I t  contains not more than 46 
percent of moisture and its solids con­
tain not less than 50 percent of milk fat, 
as determined by the methods prescribed 
in § 133.113(c). It is not less than 60 
days old.

(b) Milk, which may be pasteurized or 
clarified or both, which may be warmed, 
and which may be homogenized, is sub­
jected to the action of harmless lactic- 
acid-producing bacteria, present in such 
milk or added thereto. Harmless artificial 
green or blue coloring, in a quantity 
which neutralizes any natural yellow col­
oring in the curd, may be added. Suffi­
cient rennet, or other safe and suitable 
milk-clotting enzyme that produces 
equivalent curd formation, or both, with 
or without purified calcium chloride in a 
quantity not more than 0.02 percent 
(calculated as anhydrous calcium chlo­
ride) of the weight of milk, is added to 
set the milk to a semisolid mass. The 
mass is cut into smaller portions and 
allowed to stand for a time. The mixed 
curd and whey is placed in forms permit­
ting further drainage. While being placed 
in fonns, spores of a white mutant of the 
mold Penicillium roQuefortii are added. 
The forms are turned several times dur­
ing drainage. When sufficiently drained, 
the shaped curd is removed from the 
form and salted with dry salt or brine. 
Perforations are then made in the shaped 
curd, and it is held at a temperature of 
approximately 50° F, at 90 percent to 95 
percent relative humidity, until the char­
acteristic mold growth has developed. 
During storage, the surface of the cheese 
may be scraped to remove surface growth 
of undesirable microorganisms. A harm ­
less preparation of enzymes of animal or 
plant origin capable of aiding in the cur­
ing or development of flavor of nuworld 
cheese may be added during the proce­
dure, in such quantity that the weight of 
the solids of such preparation is not more 
than 0.1 percent of the weight of the 
milk used.

(c) For the purposes of this section, 
the word “milk” means cow’s milk, which 
may be adjusted by separating part of 
the fa t therefrom or by adding thereto 
one or more of the following: Cream, 
concentrated skim milk, nonfat dry milk, 
water in a quantity sufficient to recon­
stitute any concentrated skim milk or 
nonfat dry milk used.
§ 133.165 Parmesan and reggiano 

cheese.
(a) Parmesan cheese, reggiano cheese, 

is the food prepared from milk and other 
ingredients specified in this section, by 
the procedure set forth in paragraph (b) 
of this section, or by another procedure 
which produces a finished cheese having 
the same physical and chemical proper­
ties as the cheese produced when the 
procedure set forth in paragraph (b) of 
this section is used. It is characterized by 
a granular texture and a hard and brittle 
rind. It grates readily. It contains not 
more than 32 percent of moisture, and its 
solids contain not less than 32 percent 
of milk fat, as determined by the meth­
ods prescribed in § 133.113(c). It is cured 
for not less than 10 months.

(b) Milk, which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto. 
Sufficient rennet, or other safe and suit­
able milk-clotting enzyme that produces
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equivalent curd formation, or both, with 
or without purified calcium chloride in 
a quantity not more than 0.02 percent 
(calculated as anhydrous calcium chlo­
ride) of the weight of the milk, is added 
to set the milk to a semisolid mass. Harm­
less artificial coloring may be added. The 
mass is cut into pieces no larger than 
wheat kernels, heated, and stirred until 
the temperature reaches between 115° F 
and 125° F. The curd is allowed to settle 
and is then removed from the kettle or 
vat, drained for a short time, placed in 
hoops, and pressed. The pressed curd is" 
removed and salted in brine, or dry- 
salted. The cheese is cured in a cool, 
ventilated room. The rind of the cheese 
may be coated or colored. A harmless 
preparation of enzymes of animal or 
plant origin capable of aiding in the 
curing or development of flavor of par- 
mesan cheese may be added during the 
procedure, in such quantity that the 
weight of the solids of such preparation 
is not more than 0.1 percent of the weight 
of the milk used.

(c) (1) For the purposes of this sec­
tion, the word “milk” means cow’s milk, 
which may be adjusted by separating 
part of the fat therefrom or by adding 
thereto one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk, water in a quan­
tity sufficient to reconstitute any con­
centrated skim milk or nonfat dry milk 
used.

(2) Such milk may be bleached by the 
use of benzoyl peroxide or a mixture of 
benzoyl peroxide with potassium alum, 
calcium sulfate, and magnesium carbo­
nate; but the weight of the benzoyl per­
oxide is not more than 0.002 percent of 
the weight of the milk bleached, and the 
weight of the potassium alum, calcium 
sulfate, and magnesium carbonate, singly 
or combined, is not more than six times 
the weight of the benzoyl peroxide used. 
If milk is bleached in this manner, suf­
ficient vitamin A is added to the curd to 
compensate for the vitamin A or its pre­
cursors destroyed in the bleaching proc­
ess, and artificial coloring is not used.

(d) Parmesan cheese in the form of 
slices or cuts in consumer-sized packages 
may contain an optional mold-inhibiting 
ingredient consisting of sorbic acid, po­
tassium sorbate, sodium sorbate, or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid.

(e) (1) If the milk used is bleached, 
the label shall bear the statement “Milk 
bleached with benzoyl peroxide.”

(2) If parmesan cheese in sliced or cut 
form contains an optional mold-inhibit­
ing ingredient as provided for in para­
graph (d) of this section, the label shall
bear the statement “-------------— added
to retard mold growth” or “— :------------
added as a preservative”, the blank being 
filled in with the common name or names 
of the mold-inhibiting ingredient or in­
gredients used.

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the words and state­
ments prescribed by this section, showing

the optional ingredients used, shall im­
mediately and conspicuously precede or 
follow such name, without intervening 
written, printed, or graphic matter.
§ 133.167 Pasteurized blended cheese.

Pasteurized blended cheese conforms 
to the definition and standard of iden­
tity, and is subject to the requirements 
for label statement of optional ingredi­
ents, prescribed for pasteurized process 
cheese by § 133.169, except that:

(a) In mixtures of two or more 
cheeses, cream cheese or neufchatel 
cheese may be used.

(b) None of the ingredients prescribed 
or permitted for pasteurized process 
cheese by § 133.169 (c) and (d) (1) is 
used.

(c) In case of mixtures of two or more 
cheeses containing cream cheese or neuf­
chatel cheese, the moisture content is 
not more than the arithmetical -average 
of the maximum moisture contents pre­
scribed by the definitions and standards 
of identity for the varieties of cheeses 
blended, for which such limits have been 
prescribed.

(d) The word “process” is replaced by 
the word “blended” in the name pre­
scribed by § 133.169(e).
§ 133.168 Pasteurized blended cheese 

with fruits, vegetables, or meats.
(a) Pasteurized blended cheese with 

fruits, vegetables, or meats or mixtures 
of these is the food which conforms 
to the definition and standard of iden­
tity, and is subject to the requirements- 
for label statement of optional ingredi­
ents, prescribed for pasteurized blended 
cheese by § 133.167, except that:

(1) Its moisture content may be 1 
percent more, and the milk fat content 
of its solids may be 1 percent less, than 
the limits prescribed by § 133.167 for 
moisture and milk fat in the correspond­
ing pasteurized blended cheese.

(2) I t  contains one or any mixture of 
two or more of the following: Any prop­
erly prepared cooked, canned, or dried 
fruit; any properly prepared cooked, 
canned, or dried vegetable ; any properly 
prepared cooked or canned meat.

(3) When the added fruits, vegetables, 
or meats contain fat, the method pre­
scribed for the determination of fat by 
§ 133.113(c) is not applicable.

(b) The name of a pasteurized blended 
cheese with fruits, vegetables, or meats 
is the name prescribed by § 133.167 for 
the applicable pasteurized blended 
cheese, followed by the term “with — _
___ ”, the blank being filled in with the
common or usual name or names of the 
fruits, vegetables, or meats used, in order 
of predominance by weight.
§ 1 3 3 .1 6 9  Pasteurized process cheese.

(a) (1) Pasteurized process cheese is 
the food prepared by comminuting and 
mixing, with the aid of heat, one or more 
cheeses of the same or two or more vari­
eties, except cream cheese, neufchatel 
cheese, cottage cheese, lowfat cottage 
cheese, cottage cheese dry curd, cook 
cheese, hard grating cheese, semisoft 
part-skim cheese, part-skim spiced

cheese, and skim milk cheese for manu­
facturing with an emulsifying agent pre­
scribed by paragraph (c) of this section 
into a homogeneous plastic mass. One or 
more of the optional ingredients desig­
nated in paragraph (d) of this section 
may be used.

(2) During its preparation,- pasteur­
ized process cheese is heated for not less 
than 30 seconds a t a temperature of not 
less than 150° F. When tested for phos­
phatase by the method prescribed in 
? 133.113(f), the phenol equivalent of 
0.25 gram of pasteurized process cheese is 
not more than 3 micrograms.

(3) (i) The moisture content of a pas­
teurized process cheese made from a 
single variety of cheese is not more than 
1 percent greater than the maximum 
moisture content prescribed by the defi­
nition and standard of identity, if any 
there be, for the variety of cheese used; 
but in no case is more than 43 percent, 
except that the moisture content of pas­
teurized process washed curd cheese or 
pasteurized process colby cheese is not 
more than 40 percent; the moisture con­
tent of pasteurized process swiss cheese 
or pasteurized process gruyere cheesy is 
not more than 44 percent; and the mois­
ture content of pasteurized process lim- 
burger cheese is not more than 51 
percent.

(ii) The fa t  content of the solids of a 
pasteurized process cheese made from a 
single variety of cheese is not less than 
the minimum prescribed by the defini­
tion and standard of identity, if any 
there be, for the variety of cheese used, 
but in no case is less than 47 percent; 
except that the fat content of the solids 
of pasteurized process swiss cheese is 
not less than 43 percent, and the fat con­
tent of the solids of pasteurized process 
gruyere cheese is not less than 45 
percent.

(4) (i) The moisture content of a 
pasteurized process cheese made from 
two or more varieties of cheese is not 
more than 1 percent greater than the 
arithmetical average of the maximum 
moisture contents prescribed by the 
definitions and standards of identity, if 
any there be, for the varieties of cheese 
used; but in no case is the moisture con­
tent more than 43 percent, except that 
the moisture content of a pasteurized 
process cheese made from two or more 
of the varieties Cheddar cheese, washed 
curd cheese, colby cheese, and granular 
cheese is not more than 40 percent, and 
the moisture content of a mixture of 
swiss cheese and gruyere cheese is not 
more than 44 percent.

(ii) The fat content of the solids of 
a pasteurized process cheese made from 
two or more varieties of cheese is not 
less than the arithmetical average of the 
minimum fat contents prescribed by the 
definitions and standards of identity, if 
any there be, for the varieties of cheese 
used, but in no case is less than 47 per­
cent, except that the fat content of the 
solids of a pasteurized process gruyere 
cheese made from a mixture of swiss 
cheese and gruyere cheese is not less 
than 45 percent.
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(5) Moisture and fat are determined 

by the methods prescribed in § 133.113(c).
(6) The weight of each variety of 

cheese in a pasteurized process cheese 
made from two varieties of cheese is not 
less than 25 percent of the total weight 
of both, except that the weight of blue 
cheese, nuworld cheese, roquefort cheese, 
or gorgonzola cheese is hot less than 10 
percent of the total weight of both, and 
the weight of limburger cheese is not less 
than 5 percent of the total Weight of both. 
The weight of each variety of cheese in a* 
pasteurized process cheese made from 
three or more varieties of cheese is not 
less than 15 percent of the total weight 
of all, except that the weight of blue 
cheese, nuworld cheese, roquefort cheese, 
or gorgonzola cheese is not less than 5 
percent of the total weight of all, and the 
weight of limburger cheese is not less 
than 3 percent of the total weight of all. 
These limits do not apply to the quantity 
of Cheddar cheese, washed curd cheese, 
colby cheese and granular cheese in mix­
tures which are designated as “Ameri­
can cheese” as prescribed in paragraph
(e) (2) (ii) of this section. Such mix­
tures are considered as one variety of 
cheese for the purposes of this paragraph
(a)(6).

(7) For the purposes of this section, 
Cheddar cheese' for manufacturing, 
washed curd .cheese for manufacturing, 
colby cheese for manufacturing, granu­
lar cheese for manufacturing, brick 
cheese for manufacturing, muenster 
cheese for manufacturing, and swiss 
cheese for manufacturing are considered 
as Cheddar cheese, washed curd cheese, 
colby cheese, granular cheese, brick 
cheese, muenster cheese, and swiss 
cheese, respectively.

(b) Pasteurized process cheese may be 
smoked, or the cheese or cheeses from 
which it is made may be smoked, before 
comminuting and mixing, or it may con­
tain substances prepared by condensing 
or precipitating wood smoke.

(c) The emulsifying agent referred 
to in paragraph (a) of this section is 
one or any mixture of two or more of 
the following: Monosodium phosphate, 
disodium phosphate,' dipotassium phos­
phate, trisodium phosphate, sodium 
metaphosphate (sodium hexametaphos- 
phate), sodium acid pyrophosphate, 
tetrasodium pyrophosphate, sodium 
aluminum phosphate, sodium citrate, 
potassium citrate, calcium citrate, 
sodium tartrate, and sodium potassium 
tartrate, in such quantity that thje . 
weight of the solids of such emulsifying 
agent is not more than 3 percent of the 
weight of the pasteurized process cheese.

(d) The optional ingredients referred 
to in paragraph (a) of this section are:

(1) An acidifying agent consisting of
or an7 n a tu re  of two or more of 

the following: A vinegar, lactic acid, cit­
ric acid, acetic acid, and phosphoric acid, 
in such quantity that the pH of the pas­
teurized process cheese is not below 5.3.
, (2) Cream, anhydrous milkfat, de­
hydrated cream, or any combination of 

m°re of these, in such quantity 
that the weight of the fat derived there- 
rom is less than 5 percent of the weight 

oi the pasteurized process cheese.

(3) Water. :
(4) Salt.
(5) Harmless artificial coloring.
(6) Spices or flavorings, other than 

any which singly or; in combination with 
other ingredients simulate the flavor of 
a cheese of any age or variety.

(7) Pasteurized process cheese in the 
form of slices or cuts in consumer-sized 
packages may contain an optional mold- 
inhibiting ingredient consisting of not 
more than 0.2 percent by weight of sorbic 
acid, potassium sórbate, sodium sórbate, 
or any combination of" two or more of 
these, or consisting of not more than 0.3 
percent by weight of sodium propionate, 
calcium propionate, or a combination of 
sodium propionate and calcium propio­
nate.

(8) Pasteurized process cheese in the 
form of slices dr cuts in consumer-sized 
packages may contain lecithin as an op­
tional anti-sticking agent in an amount 
not to exceed 0.03 percent by weight of 
the finished product.

(9) Safe and suitable enzyme modified 
cheese.

(e) The name of a pasteurized process 
cheese for which a definition and stand­
ard of identity is prescribed by this sec­
tion is as follows:

(1) In case it is made from a single 
variety of cheese, its name is “Pasteurized
process------------- — cheese”, the blank
being filled in with the name of the va­
riety of cheese used.

(2) In case. It is made from two or 
more varieties of cheese, its name is
“Pasteurized p rocess____ ______ and
— .------ ------- cheese”, or “Pasteurized
process blended with   
— —- cheese”, or “Pasteurized process
blend of -J.__________ a n d   ________
cheese”, the blanks being filled in with 
the names of the varieties of cheeses 
used, in order of predominance by 
weight; except that:

(i) In case it is made from gruyere 
cheese and swiss cheese, and the weight 
of gruyere cheese is not less than 25 per­
cent of the weight of both, it may be 
designated “Pasteurized process gruyere 
cheese” ; and

(ii) In case it is made of Cheddar 
cheese, washed curd cheese, colby cheese, 
or granular cheese or, any mixture of two 
or more of these, it may be designated 
“Pasteurized process American cheese”; 
or when cheddar cheese, washed curd 
cheese, colby cheese, granular cheese, or 
any mixture of two or more of these is 
combined with other varieties of cheese 
in the cheese ingredient, any of such 
cheeses or such mixture may be desig­
nated as “American cheese”.
The full name of the food shalf appear 
on the principal display panel of the label 
in type of uniform size, style, and color. 
Wherever any word or statement empha­
sizing the name of any ingredient ap­
pears on the label (other than in an in­
gredient statement as specified in para­
graph (g) of this section) so conspicu­
ously as to be easily , seen under custo­
mary conditions of purchase, the full 
name of the food shall immediately and 
conspicuously precede or follow such 
word or statement in type of at least the

same size as the type used in such word 
or statement.

(f) The name of the food shall include 
a declaration of any flavoring, includ­
ing smoke and substances prepared by 
condensing or precipitating wood smoke, 
that characterizes the product as speci­
fied in §101.22 of this chapter and a dec­
laration of any spice that characterizes 
the product.

(g) The common name of each of the 
ingredients used shall be declared on 
the label as required by the applicable 
sections of Part 101 of this chapter ex­
cept that:
- (1) Artificial coloring need not be 
declared.

(2) If the cheese ingredient contains 
Cheddar cheese, washed curd cheese, 
colby cheese, granular cheese, or any 
mixture of two or more of these, such 
cheese or such mixture may be desig­
nated as “American cheese”.
§ 133.170 Pasteurized process cheese 

with fruits, vegetables, or meats.
(a) Unless a definition and standard 

of identity specifically applicable is 
established by another section of this 
part, a pasteurized process cheese with 
fruity, vegetables, or meats or mix­
ture of these is a food which conforms to 
the definition and standard of identity, 
and is subject to the requirements for 
label statement of optional ingredients, 
prescribed for pasteurized process cheese 
by § 133.169, except that:

(1) Its moisture content may be 1 
percent more, and the milk fat content 
of its solids may be 1 percent less than 
the limits prescribed by § 133.169 for 
moisture and fat in the corresponding 
pasteurized process cheese.

(2) It contains one or any mixture of 
two or more of the following: Any prop­
erly prepared cooked, canned, or dried 
fruit; any properly prepared cooked, 
canned, or dried vegetable; any properly 
prepared cooked or canned meat.

(3) When the added fruits, vegetables, 
or meats contain fat, the method pre­
scribed for the determination of fat by 
§-133.113(c) is not applicable.

(b) The name of a pasteurized process 
cheese with fruits, vegetables, or meats is 
the name prescribed by § 133.169 for the 
applicable pasteurized process cheese,
followed by the term “with________”,
the blank being filled in with the com­
mon or usual name or names of the 
fruits, vegetables, or meats used, in order 
of predominance by weight.
§ 133.171 Pasteurized process pimento 

cheese!.
Pasteurized process pimento cheese is 

the food which conforms to the defini­
tion and standard of identity for pasteur­
ized process cheese with fruits, vege­
tables, or meats, and is subject to the re­
quirement for label statement of 
optional ingredients, except that:

(a) Its moisture content is not more 
than 41 percent, and the fat content of 
its solids is not less than 49 percent.

(b) The cheese ingredient is Cheddar 
cheese, washed curd cheese, colby cheese, 
granular cheese or any mixture of two 
or more of these in any proportion.
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(c) For the purposes of this section, 
Cheddar cheese for manufacturing, 
washed curd cheese for manufacturing, 
colby cheese for manufacturing, and 
granular cheese for manufacturing shall 
be considered as Cheddar cheese, washed 
curd cheese, colby cheese, and granular 
cheese, respectively.

(d) The only fruit, vegetable, or meat 
ingredient is pimentos in such quantity 
that the weight of the solids thereof is 
not less than 0.2 percent of the weight 
of the finished pasteurized process pi­
mento cheese.

(e) The optional ingredients desig­
nated in § 133.169 (b) and (d) (6) are 
not used.

'(f) The mandatory ingredient pimen­
to need not be declared In the ingredi­
ent statement required by § 133.169(g).
§ 133.173 Pasteurized process cheese 

food.
(а )  (1) A pasteurized process cheese 

food is the food prepared by comminut­
ing and mixing, with the aid of heat, one 
or.more of the optional cheese ingredi­
ents prescribed in paragraph (c)v of this 
section, with one or more of the optional 
dairy ingredients prescribed in para­
graph (d) of this section, into a homo­
geneous plastic mass. One or more of 
the optional ingredients specified in 
paragraph (e) of this section may be 
used.

(2) During its preparation, a pasteur­
ized process cheese food is heated for not 
less than 30 seconds, a t a temperature of 
not less than 150* F. When tested for 
phosphatase by the method prescribed in 
§ 133.113(f), the phenol equivalent of 0.25 
gram of pasteurized process cheese food 
is not more than 3 micrograms.

(3) The moisture content of a pas­
teurized process cheese food is not more 
than 44 percent, and the fat content is 
not less than 23 percent.

(4) Moisture and fa t are determined 
by the methods prescribed in § 133.113
(c), except that in determining moisture 
the loss in weight which occurs in drying 
for 5 hours, under the conditions pre­
scribed in such method, is taken as the 
weight of moisture.

(5) The weight of the cheese ingredi­
ent prescribed by paragraph (a) (1) Of 
this section constitutes not less than 
51 percent of the weight of the finished 
pasteurized process cheese food.

(б) The weight of each variety of 
cheese in a pasteurized process cheese 
food made with two varieties of cheese 
is not less than 25 percent of the total 
weight of both, except that the weight 
of blue cheese, nuworld cheese, roquefort 
cheese, gorgonzola cheese, or limburger 
cheese is not less than 10 percent of the 
total weight of both. The weight of-each 
variety of cheese in a pasteurized process 
cheese food made with three or more 
varieties of cheese is not less than 15 per­
cent of the total weight of all, except 
that the weight of blue cheese, nuworld 
cheese, roquefort cheese, gorgonzola 
cheese, or limburger cheese is not less 
than 5 percent of the total weight of all. 
These limits do not apply to the quan­
tity of Cheddar cheese, washed curd 
cheese, colby cheese, and granular cheese
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in mixtures which are designated as 
“American cheese” as prescribed in para­
graph (h) (5) of this section. Such mix­
tures are considered as one variety of 
cheese for the purposes of this subpara­
graph.

(7) For the purposes of this section, 
Cheddar cheese for manufacturing, 
washed curd cheese for manufacturing, 
colby cheese for manufacturing, granu­
lar cheese for manufacturing, brick 
cheese for manufacturing, muenster 
cheese for manufacturing, and swiss 
cheese for manufacturing are considered 
as Cheddar cheese, washed curd cheese, 
colby cheese, granular cheese, brick 
cheese, muenster cheese, and swiss 
cheese, respectively.

(b) Pasteurized process cheese food 
may be smoked, or the cheese or 
cheeses from which it is made may be 
smoked, before comminuting and mixing, 
or it may contain substances prepared 
by condensing or precipitating wood 
smoke.

(c) The optional cheese ingredients 
referred to in paragraph (a) of this 
section are one or more cheeses of the 
same or two or more varieties, except 
cream cheese, neufchatel cheese, cottage 
cheese, creamed cottage cheese, cook 
cheese, and skim -milk cheese for manu­
facturing, and except that hard grating 
cheese, semisoft part skim cheese, and 
part-skim spiced cheese are not used 
alone or in combination with each other 
as the cheese ingredient.

(d) The optional dairy ingredients re­
ferred to in paragraph (a) of this sec­
tion are cream, milk, skim milk, butter­
milk, cheese whey, any of the foregoing 
from which part of the water has been 
removed, anhydrous milkfat, dehydrated 
cream, albumin from cheese whey, and 
skim milk cheese for manufacturing.

(e) The other optional ingredients 
referred to in paragraph (a) of this 
section are: *

(1) An emulsifying agent consisting 
of one or any mixture of two or more of 
the following: Monosodium phosphate, 
disodium phosphate, dipotassium phos­
phate, trisodium phosphate, sodium 
metaphosphate (sodium hexametaphos- 
phate), sodium acid pyrophosphate, 
tetrasodium pyrophosphate, sodium 
aluminum phosphate, sodium citrate, 
potassium citrate, calcium citrate, so­
dium tartrate, and sodium potassium 
tartrate, in such quantity that the 
weight of the solids of such emulsifying 
agent is not more than 3 percent of the 
weight of the pasteurized process cheese 
food.

(2) An acidifying agent consisting of 
one or any mixture of two or more of the 
following: A vinegar, lactic acid, citric 
acid, acetic acid, and phosphoric acid in 
such quantity that the pH of the pasteur­
ized process cheese food is not belout 5.0.

(3) Water.
(4) Salt.
(5) Harmless artificial coloring.
(6) Spices or flavorings other than 

any which singly er in combination with 
other ingredients simulate the flavor of 
cheese of any age or variety.

(7) Pasteurized process cheese food in 
the form of slices or cuts in eonsumer-
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sized packages may contain an optional 
mold-inhibiting ingredient consisting of 
not more than 0.2 percent by weight of 
sorbic acid, potassium sorbate, sodium 
sorbate, or any combination of two or 
more of these, or consisting of not more 
than 0.3 percent by weight of sodium 
propionate, calcium propionate, or a 
combination of sodium propionate and 
calcium propionate.

(8) Pasteurized process cheese food in 
the form of slices or cuts in consumer­
sized packages may contain lecithin as 
an optional anti-sticking agent in an 
amount not to exceed 0.03 percent by 
weight of the finished product.

(9) Safe and suitable enzyme modified 
cheese.

(f) The name of the food is “Pasteur­
ized process cheese food”. The full name 
of the food shall appear on the principal 
display panel of the label in type of uni­
form size, style, and color. Wherever any 
word or statement emphasizing the name 
of any ingredient appears on the label 
(other than in an ingredient statement 
as specified in paragraph (h) of this sec­
tion) so conspicuously as. to be easily 
seen under customary conditions of pur­
chase, the full name of the food shall 
immediately and conspicuously precede 
or follow such word or statement in type 
of a t least the same size as the type used 
in such word or statement.,

(g) The name of the food shall in­
clude a declaration of any flavoring, 
including smoke and substances pre­
pared by condensing, or precipitating 
wood smoke, that characterizes the prod­
uct as specified in § 101.22 of this chapter 
and a declaration of any spice that char­
acterizes the product.

(h) The common name of each of the 
ingredients used shall be declared on the 
label as required by the applicable sec­
tions of Part 101 of this chapter, except 
that:

(1) Plastic cream and dried cream may 
be declared as “cream”.

(2) Concentrated milk and dried milk 
may be declared as “milk”.

(3) Concentrated skim milk and non­
fat dry milk may be declared as “skim 
milk”.

(4) Cheese whey, concentrated cheese 
whey, and dried cheese whey may be 
declared as “whey”.

(5) If the cheese ingredient contains 
Cheddar cheese, washed curd cheese, 
colby cheese, granular cheese, or any 
mixture of two or more of these, such 
cheese or such mixture may be desig­
nated as “American cheese”.
§ 133.174 Pasteurized process cheese 

food with fruits, vegetables, or 
meats.

(a) Pasteurized process cheese food 
with fruits, vegetables, or meats, or mix­
tures of these is the food which conforms 

•to the definition and standard of iden­
tity, and is subject to the requirements 
for label statement of optional ingredi­
ents, prescribed for pasteurized process 
cheese food by § 133.173, except that:

(1) Its milk fat content is not less
than 22 perecnt.

(2) I t  contains one or any mixture of 
two or more of the following: Any prop-
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erly prepared cooked, canned, or dried 
fruit; any properly prepared cooked, 
canned, or dried vegetable; any properly 
prepared cooked or canned meat.

(3) When the added fruits, vegetables, 
or meats contain fat, the method pre­
scribed for the determination of fat by 
§ 133.113(c) is not applicable. .-

(b) The name of a pasteurized process 
cheese food with fruits, vegetables, or 
meats is “Pasteurized process cheese food
w ith ------------- ”, the blank being filled
in with the common or usual name or 
names of the fruits, vegetables, or meats 
used, in order of predominance by 
weight.

(c) If the only vegetable ingredient is 
pimento, and no meat or fruit ingredient 
is used, the weight of the solids of such 
pimentos is not less than 0.2 percent of 
the weight of the finished food. The 
name of this food is “Pimento pssteur-

, ized process cheese food” or “Pasteurized 
process pimento cheese food”.
§133 .175  Pasteurized cheese spread.

Pasteurized cheese spread is the food 
which conforms to the definition and 
standard of identity, and is subject to 
the requirements of label statement of 
optional ingredients, prescribed for pas­
teurized process cheese spread by 
§133.179, except that no emulsifying 
agent as prescribed by § 133.179(e) is 
used.
'§ 133.176 Pasteurized cheese spread 

with fruits, vegetables, or m eats-
(a) Pasteurized cheese spread with 

fruits, vegetables, or meats or mixtures 
of these is the food which conforms to 
the definition and standard of identity 
and is subject to the requirements for 
label statement of optional ingredients 
prescribed for pasteurized cheese spread 
by § 133.175, except that:

(1) It contains one or any mixture of 
two or more of the following: Any prop­
erly prepared cooked, canned, or dried 
fruit; any properly prepared cooked, 
canned, or dried vegetable; .any properly 
prepared cooked or canned meat.

(2) When the added fruits, vegetables, 
or meats contain fat, the method pre­
scribed for the determination of fat by 
§ 133.113(c) is not applicable.

(b) The name of a pasteurized cheese 
spread with fruits, vegetables, or meats is
Pasteurized cheese spread with__

the blank being filled in with 
the name or names of the fruits, vege­
tables, or meats used, to order of pre­
dominance by weight.
§ 133.178 Pasteurized neufchatel cheese 

spread with other foods.
(a)(1) Pasteurized neufchatel cheese 

spread with other foods is the class of 
foods each of which is prepared by mix- 
tog, with the aid of heat, neufchatel 
cheese with one or a mixture of two or 
more properly prepared foods (except 
otner cheeses), such .as fresh, cooked, 
canned, or dried fruits or vegetables; 
cooked or canned meats; relishes, pickles 
or other foods suitable for blending with 
neufchatel cheese. I t  may contain one 
or any mixture of two or more of the op­
tional ingrédients named in paragraph
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(b) of this section. The amount of the 
added food or foods must be sufficient 
to so differentiate the blend that it does 
not simulate neufchatel cheese. I t  is 
spreadable at 70° P.

(2) During its preparation the mixture 
is heated for not less than 30 seconds a t 
a temperature of not less than 150° F. 
When tested for phosphatase by the 
method prescribed to § 133.113(f), the 
phenol equivalent of 0.25 gram of such 
food is not more than 3 micrograms.

(3) (i) No water other than that con­
tained in the ingredients used is added 
to this food, but the moisture content in 
no case is more than 65 percent.

(ii) The milk fat is not less than 20 
percent by weight of the finished food.

(b) The optional ingredients referred 
to in paragraph (a) of this section are:

(1) (i) One or any mixture of two or 
more of the following: Gum karaya, gum 
tragacanth, carob bean gum, gelatin, 
algin (sodium alginate), propylene gly­
col alginate, guar gum, sodium carboxy- 
methylcellulose (cellulose gum), car­
rageenan, oat gum, or xanthan gum. The 
total quantity of any such substances, 
including that contained to the neufcha­
tel cheese, is not more than 0.8 percent 
by weight of the finished food.

(ii) When one or more of the optional 
ingredients in paragraph (b)(1) (i) of 
this section are used, dioctyl sodium 
sulfosuccinate complying with the re­
quirements of § 172.810 of this chapter 
may be used in a quantity not to excess 
of 0.5 percent by weight of such ingredi­
ents.

(2) Artificial coloring, unless such ad­
dition conceals damage or inferiority or 
makes' the finished food appear better 
or of greater value than it is.

(3) An acidifying agent consisting of 
one or a mixture of two or more of the 
following: A vinegar, acetic acid, lactic 
acid, citric acid, phosphoric acid.

(4) A sweetening agent consisting of 
one or a mixture of two or more of the 
following: Sugar, dextrose, com sirup, 
com simp solids, glucose simp, glucose 
simp solids, maltose, malt simp, hy­
drolyzed lactose.
. (5) Cream, milk, skim milk, butter­

milk, cheese whey, any of the foregoing 
from which part of the water has been 
removed, anhydrous milkfat, dehydrated 
cream, and albumin from cheese whey.

(c) The name of the food, is 
“pasteurized Neufchatel cheese spread
with --------- _.—— ” or “pasteurized
Neufchatel cheese spread a n d _______
-----”, the blank being filled to with the
common names of the foods added; to 
order of predominance by weight. The 
full name of the food shall appear on 
the principal display panel of the label 
in type of uniform size, style, and color. 
•Wherever any word or statement empha­
sizing the name of any ingredient ap­
pears on the label (other than to an 
ingredient statement as specified in para­
graph (d) of this section) so conspicu­
ously as to be easily seen under custom­
ary conditions of purchase, the full name 
of the food shall immediately and con­
spicuously precede or follow such word 
or statement to type of at least the
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same size as the type used in such word 
or statement.

(d) The common name of each of the 
ingredients used shall be declared on the 
label as required by the applicable sec­
tions of Part 101 of this chapter, except 
that:

(1) Plastic cream and dried cream 
may be declared as “cream”.

(2) Concentrated milk and dried milk 
may be declared as “milk”.

(3) Concentrated skim milk and non­
fat dry milk may be declared as “skim 
milk”.
§ 133.179 Pasteurized process cheese 

spread.
(a) (1) Pasteurized process cheese 

spread is the food prepared by com­
minuting and mixing, with the aid of 
heat, one or more of the optional cheese 
ingredients prescribed to paragraph (c) 
of this section, with or without one or 
more of the optional dairy ingredients 
prescribed to paragraph (d) of this sec­
tion, with one or more of the emulsifying 
agents prescribed to paragraph (e) of 
this section, and with or without one or 
more of the optional ingredients pre­
scribed by paragraph (f) of this section, 
into a homogeneous plastic mass, which 
is spreadable at 70° F.

(2) During its preparation, a pasteur­
ized process cheese spread is heated for 
not less than 30 seconds a t a tempera­
ture of not less than 150° F. When 
tested for phosphatase by the method 
prescribed in § 133.113(f) the phenol 
equivalent of 0.25 gram of pasteurized 
process cheese spread is not more than 3 
micrograms.

(3) The moisture content of a pas­
teurized process cheese -spread is more 
than 44 percent but not more than 60 
percent, and the milk fat content is not 
less than 20 percent.

(4) Moisture and fat are determined 
by the methods prescribed to § 133.113
(c), except that to determining moisture 
the loss in weight which occurs to drying 
for 5 hours under the conditions pre­
scribed in such method, is taken as the 
weight of the moisture.

(5) The weight of the cheese ingredi­
ent referred to to paragraph (a) (1) of 
this section constitutes not less than 
51 percent of the weight of the pasteur­
ized process cheese spread.

(6) The weight of each variety of 
cheese to a pasteurized process cheese 
spread made with two varieties of cheese 
is not less than 25 percent of the total 
weight of both, except that the weight of 
blue cheese, nuworld cheese, roquefort 
cheese, gorgonzola cheese, or limburger 
cheese is not less than 10 percent of the 
total weight of both. The weight of each 
variety of cheese in a pasteurized process 
cheese spread made with three or more 
varieties of cheese is not less than 15 
percent of the total weight of all, except 
that the weight of blue cheese, nuworld 
cheese, roquefort cheese, gorgonzola 
cheese, or limburger cheese is not less 
than 5 percent of the total weight of all. 
These limits do not apply to the quantity 
of cheddar cheese, washed curd cheese, 
colby cheese, and granular cheese to mix­
tures which are designated as “American
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cheese” as prescribed In paragraph (i)
(5) of this section. Such mixtures are 
considered as one variety of cheese for 
the purposes of this paragraph (a) (6).

(7) For the purposes of this section, 
Cheddar cheese for manufacturing, 
washed curd cheese for manufacturing, 
colby cheese for manufacturing, granular 
cheese for manufacturing, brick cheese 
for manufacturing, muenster cheese for 
manufacturing, and swiss cheese for 
manufacturing are considered as Ched­
dar cheese, washed curd cheese, colby 
cheese, granular cheese, brick cheese, 
muenster cheese, and swiss cheese, 
respectively.

(b) Pasteurized process cheese spread 
may be smoked, or the cheese or cheeses 
from which it is made may be smoked, 
before comminuting and mixing, or it 
may contain substances prepared by 
condensing or precipitating wood smoke.

(c) The optional cheese ingredients 
referred to in paragraph (a) of this sec­
tion are one or more cheeses of the same 
or two or more varieties, except that 
skim-milk cheese for manufacturing may 
not be used, and except that cream 
cheese, neuf chatel cheese, cottage cheese, 
creamed cottage cheese, cook cheese, 
hard grating cheese, semisoft part-skim 
cheese, and part-skim spiced cheese are 
not used, alone or in combination with 
each other, as the cheese ingredient.

(d) The optional dairy ingredients re­
ferred to in paragraph (a) of this sec­
tion ewe cream, milk, skim milk, butter­
milk, cheese whey, any of the foregoing 
from which part of the water has been 
removed, anhydrous milkfat, dehydrated 
cream, albumin from cheese whey, and 
skim milk cheese for manufacturing.

(e) The" emulsifying agents pre­
scribed in paragraph (a) of this section 
are one or any mixture of two or more 
of the following: Monosodium phos­
phate, disodium phosphate, dipotassium 
phosphate, trisodium phosphate, sodium 
metaphosphate (sodium hexametaphos- 
phate), sodium acid pyrophosphate, 
tetrasodium pyrophosphate, sodium 
aluminum phosphate,, sodium citrate, 
potassium citrate, calcium citrate, 
sodium tartrate, and sodium potassium 
tartrate, in such quantity that the 
weight of the solids of such emulsifying 
agent is not more than 3 percent of the 
weight of the pasteurized process cheese 
spread.

(f) The other optional ingredients re­
ferred to in paragraph (a) of this sec­
tion are:

(1) (i) One or any mixture of two or 
more of the following: Carob bean gum, 
gum karaya, gum tragacanth, guar gum, 
gelatin, sodium carboxymethylcellulose 
(cellulose gum), carrageenan, oat gum, 
algin (sodium alginate), propylene glycol 
alginate, or xanthan gum. The total 
weight of such substances is not more 
than 0.8 percent of the weight of the fin­
ished food.

(ii) When one or more of the optional 
ingredients - in paragraph (f)(l)(i) of 
this section are used, dioctyl sodium sul- 
fosuccinate complying with the require­
ments of § 172.810 of this chapter may 
be used in a quantity not in excess of 
0.5 percent by weight of such ingredients.

(2) An acidifying agent consisting of 
one or any mixture of two or more of 
the following: A vinegar, lactic acid, 
citric acid, acetic acid, and phosphoric 
acid, in such quantity that the pH of 
the pasteurized process cheese spread 
is not below 4.0.

(3) A sweetening agent consisting of 
one or any. mixture of two or more of the 
following: Sugar, dextrose, com sugar, 
corn sirup, corn sirup solids, glucose 
sirup, glucose sirup solids, maltose, 
malt sirup, and hydrolyzed lactose, in a 
quantity necessary for seasoning.

(4) Water.
(5) Salt.
(6) Harmless artificial coloring.
(7) Spices or flavorings other than 

any which singly or in combination with 
other ingredients simulate the flavor of 
a cheese of any age or variety.

(8) Pasteurized process cheese spread 
in consumer-sized packages may con­
tain an optional mold-inhibiting ingredi­
ent consisting of sorbic acid, potassium 
sórbate, sodium sórbate, or any com­
bination of two or more of these, in an 
amount not to exceed 0.2 percent by 
weight, calculated as sorbic acid or con­
sisting of not more than 0.3 percent by 
weight of sodium propionate, calcium 
propionate, or a combination of sodium 
propionate and calcium propionate.*

(9) Pasteurized process cheese spread 
in consumer-sized packages may contain 
lecithin as an optional anti-sticking 
agent in an amount not to exceed 0.03 
percent by weight of the finished 
product.

(10) Safe and suitable enzyme modi­
fied cheese.

(g) The name of the food is "pasteur­
ized process cheese spread.” The full 
name of the food shall appear on the 
principal display panel of the label in 
type of uniform size, style, and color. 
Wherever any word or statement empha­
sizing the name of any ingredient appears 
on the label (other than in an ingredient 
statement as specified in paragraph (i) 
of this section) so conspicuously as to be 
easily seen under customary conditions of 
purchase, the full name of the food shall 
immediately and conspicuously precede 
or follow such word or statement in type 
of at least the same size as the type used 
in such word or statement.

(h) The name of the food shall include 
a declaration of any flavoring, includ­
ing smoke and substances prepared by 
condensing or precipitating wood smoke, 
that characterizes the product as speci­
fied in § 101.22 of this chapter and a dec­
laration of any spice that characterizes 
the product.

(i) The common name of each of the 
ingredients used shall be declared on the 
label as required by the applicable sec­
tions of Part 101 of this chapter, except 
that:

(1) Plastic cream and dried cream 
may be declared as "cream”.

(2) Concentrated milk and dried milk 
may be declared as "milk”.

(3) Concentrated skim milk and non­
fa t dry milk may be declared as "skim 
milk”.

(4) Cheese whey, concentrated cheese

whey, and dried cheese whey may be de­
clared as "whey”.

(5) If the cheese ingredient contains 
Cheddar- cheese, washed curd cheese, 
colby cheese, granular cheese, or any 
mixture of two or more of these, such 
cheese or such mixture may be desig-. 
nated as "American cheese”.
§ 133.180 Pasteurized process cheese 

spread with fruits, vegetables, or 
meats.

(a) Pasteurized process cheese spread 
with fruits, vegetables, or meats or mix­
tures of these is the food which conforms 
to the definition and standard of iden­
tity, and is subject to the requirements 
for label statement of optional ingredi­
ents, prescribed for pasteurized process 
cheese spread by § 133.179, except that:

(1) I t  contains one or any mixture of 
two or more of the following: Any prop­
erly prepared cooked, canned, or dried 
fruit; any properly prepared cooked, 
canned, or dried vegetable; any properly 
prepared cooked or canned meat.

(2) When the added fruits, vegetables, 
or meats contain fat, the method pre­
scribed for the determination of fat by 
§ 133.113(c) is not applicable.

(b) The name of a pasteurized process
cheese spread with fruits, vegetables, or 
meats is "Pasteurized process cheese 
spread w ith________ the blank be­
ing filled in with the name or names of 
the fruits, vegetables, or meats used, in 
order of predominance by weight.
§ 133.181 Provolone and pasta filata 

cheese.
0a) Provolone cheese, pasta filata 

cheese, is the food prepared from milk 
and other ingredients specified in this 
section, by the procedure set forth 
in paragraph (b) of this section, or by 
another procedure which produces a 
finished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used. 
•It has a stringy texture, and may be 
•made in several shapes'. I t  contains not 
•more than 45 percent of moisture, and 
•its solids contain not less than 45 per­
cent of milk fat, as determined by the 
•methods prescribed in § 133.113(c). If 
•the milk used is not pasteurized, the 
’cheese so made is held a t a  temperature 
•of not less than 35° F for not less than 60 
days.

(b) Milk, which may be pasteurized 
or clarified or both, and which may be 
•warmed, is subjected to the action of 
harmless lactic-acid-prodttcing bacteria, 
present in such milk or added thereto. 
Harmless artificial blue or green coloring 
•in a quantity which neutralizes any 
natural yellow coloring in the curd may 
•be added. Sufficient rennet, rennet paste, 
•extract of rennet paste, or other safe and 
suitable milk-clotting enzyme^ that pro­
duces equivalent curd formation, singly 
or in any combination (with or without 
purified calcium chloride in a quantity 
not more than 0.02 percent, calculated 
as anhydrous calcium chloride, of the 
weight of the milk) is added to set the 
milk to a  semisolid mass. The mass is 
cut, stirred, and heated so as to promote
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and regulate the separation of whey from 
the curd. H ie whey Is drained off and 
the curd Is matted and cut, immersed in 
hot water, and kneaded and stretched 
until it is smooth and free from lumps. 
Then It is cut and molded. During the 
molding the curd is kept sufficiently 
warm to causé proper sealing of the 
surface. H ie molded curd is then firmed 
by immersion in cold water, salted in 
brine, and dried. Some shapes may be 
encased in ropes or twine before drying. 
Provolone cheese may be smoked or it 
may have added to it a clear aqueous 
solution prepared by condensing or pre­
cipitating wood smoke in water. I t  is 
given some additional curing and covered 
with paraffin or similar wax. A harmless 
preparation of enzymes of animal or 
plant origin capable of aiding in the cur­
ing or development of flavor of provolone 
cheese may be added during the proce­
dure in such quantity that the weight 
of the. solids of such preparation is not 
more than 0.1 percent of the weight of 
the milk used.

(c) For the purposes of this section:
<1) The word “milk" means cow’s

milk, which may be adjusted by separat­
ing part of the fa t therefrom or by 
adding thereto one or more of the follow­
ing: Cream, skim milk, concentrated 
skim milk, nonfat dry milk, water In a 
quantity sufficient to reconstitute any 
concentrated skim milk or nonfat dry 
milk used.

(2) Milk shall be deemed to have been 
pasteurized if it has been held a t a tem­
perature of not less than 143* F for a  
period of not less than 30 minutes, or for 
a time and a t  a temperature equivalent 
thereto in phosphatase destruction, 
Provolone cheese shall be deemed not to 
have been made from pasteurized milk- 
if 0.25 gram shows a phenol equivalent of 
more than 3 micrograms when tested 
by the method prescribed in § 133.113(f),

(3) Such milk may be bleached by 
the use of benzoyl peroxide or a mixture 
of benzoyl peroxide with potassium alum, 
calcium sulfate, and magnesium carbon­
ate; but the weight of the benzoyl per­
oxide is not more than 0.002 percent of 
the weight of the milk bleached, and 
the weight of the potassium alum, cal­
cium sulfate, and magnesium carbonate, 
singly or combined, is not more than six 
times the;weight of the benzoyl peroxide 
used. If milk is bleached in this man­
ner, sufficient vitamin A is added to the 
curd to compensate for the vitamin A or 
its precursors destroyed in the bleaching 
Process, and artificial coloring is not 
used.

(d) Provolone cheese in the form of 
slices or cuts in consumer-sized packages 
niay contain an optional mold-inhibiting 
ingredient consisting of sorbic acid, po­
tassium sórbate, sodium sórbate, or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid.
.,/e) (1) The name “provolone cheese”
( pasta filata cheese”) may include the 
common name of the shape of the cheese, 
such as “salami provolone”. If provolone 
cheese is not smoked, the name includes 
the words “not smoked”. If a clear 
aqueous solution prepared by condensing

or precipitating wood smoke in water Is 
added to the provolone cheese, the  name 
is Immediately followed by the wonts 
“with added smoke flavoring" with all 
words in this phrase of the same type 
size, style, and color without intervening 
written, printed, or graphic matter.

(2) (i) If provolone cheese in sliced or 
cut form contains an  optional mold-in­
hibiting ingredient as specified in para­
graph <d) of this section, the label shall
bear the statement **________ added to
retard mold growth" or ____ added
as a preservative”, the blank being filled 
in with the common name or names of 
the mold-inhibiting Ingredient or ingre­
dients used.

<ii) If the milk used Is bleached, the 
label shall bear the statement “Milk 
bleached with benzoyl peroxide".

(3) Wherever the name of the food ap­
pears on the label so conspicuously as to  
be easily seen under customary condi­
tions of purchase, the words and state­
ments prescribed by this section, show­
ing the optional ingredient used, shall 
immediately and conspicuously precede 
or follow such name, without intervening 
written, printed, or graphic matter, ex­
cept for the statement “with added 
smoke flavoring” as set forth in para­
graph (e) (1) of this section.
§ 133.182 Soft ripened cheeses.

<a) The cheeses for which definitions 
and standards of identity are prescribed 
by this section are soft ripened cheeses 
for which specifically applicable defini­
tions and standards of identity are not 
prescribed by other sections of this part. 
They are made from milk and other 
ingredients specified in this section, by 
the procedure set forth in paragraph (b) 
of this section. Their solids contain not 
less than 50 percent of milk fat, as 
determined by the method prescribed 
therefor in § 133.113(c). If the milk used 
is not pasteurized, the cheese so made 
is cured a t a temperature of not less 
than 35° F  for not less than 60 days.

(b) Milk, which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria 
or other harmless flavor-producing bac­
teria, present in such milk or added 
thereto. Sufficient rennet, rennet paste, 
extract of rennet paste, or other safe 
and suitable milk-clotting enzyme that 
produces equivalent curd formation, 
singly or in any combination (with or 
without purified calcium chloride in a 
quantity not more than 0.02 percent, cal­
culated as anhydrous calcium chloride, 
of ihe weight of the milk) is added to 
set the milk to a semisolid mass. Harm­
less artificial coloring may be added. 
After coagulation the mass is so treated 
as to promote and regulate the sepa­
ration of whey and curd. Such treat­
ment may include one or more of the 
following: Cutting, stirring, heating, 
dilution with water or brine. The whey, 
or part of it, is drained off, and the curd 
is collected and shaped. It may be 
placed in forms, and may be pressed. 
Harmless flavor-producing microorgan­
isms may be added. It is cured under 
conditions suitable for development of

biological curing agents on the surface 
of the cheese, and the curing is con­
ducted so th a t the cheese cures from the 
surface toward the center. Salt may 
be added during the procedure. A harm ­
less preparation of enzymes of animal or 

■ plant origin capable of aiding in the cur­
ing or development of flavor of soft 
ripened cheeses may be added, in such 
quantity that the weight of file solids 
of such preparation is not more than 0.1 
percent of the weight of the milk used.

<c> For the purposes of this section;
(1) H ie word “milk” means cow’s milk 

or goat’s milk or sheep’s milk or mixtures 
of two or all of these. Such milk may be 
adjusted by separating part of the fat 
therefrom or (in the case of cow’s milk) 
by adding one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk; (in the case of 
goat’s milk) the corresponding products 
from goat’s milk; (in the case of 
sheep’s milk) the corresponding products 
from sheep’s milk; water, in a  quantity 
sufficient to reconstitute any such con­
centrated or dried products used.

(2) Milk shall be deemed to have been 
pasteurized if it has been held at a tem­
perature of not less than 143° F  for a 
period of not less than 30 minutes, or for 
a time and a t a temperature equivalent 
thereto in phosphatase destruction.

id) H ie name of each soft ripened 
cheese for which a definition and stand­
ard of identity is prescribed by this sec­
tion is “Soft ripened cheese”, preceded or 
followed by:

(1) The specific common or usual 
name of such soft ripened cheese, if any 
such name has become generally recog­
nized therefor; or

(2) If no such specific common or usu­
al name has become generally recognized 
therefor, an arbitrary or fanciful name 
which is not false or misleading in any 
particular.

(e) When milk other than cow’s milk 
is used in whole or in part, the name of 
the cheese includes the statement “made
fro m ---------------------”, the blank being
filled in with the name or names of the 
milk used, in order of predominance by 
weight.
§ 133.183 Romano cheese.

(a) Romano cheese is the food pre­
pared from cow’s milk or sheep’s milk or 
goat’s milk or mixtures of two or all of 
these and other ingredients specified in 
this section, by the procedure set forth in 
paragraph (b) of this section, or by 
another procedure which produces a 
finished cheese having the same phys­
ical and chemical properties as the 
cheese produced when the procedure set 
forth in paragraph (b) of this section is 
used. I t  grates readily, and has a gran­
ular texture and a hard and brittle rind. 
I t  contains not more than 34 percent of 
moisture, and its solids contain not less 
than 38 percent of milk fat, as deter­
mined by the methods prescribed in 
§ 133.113(c). I t is cured for not less than 
5 months.

(b) Milk, which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of
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harmless lactic-acid-producing bacteria 
present in such milk or added thereto. 
Harmless artificial blue or green color­
ing in a quantity which neutralizes any 
natural yellow coloring in the curd may 
be added. Rennet, rennet paste, extract 
of rennet paste, or other safe and suit­
able milk-clotting enzyme that produces 
equivalent curd formation, singly or in 
any combination (with or without puri­
fied calcium chloride in a quantity not 
more than 0.02 percent, calculated as an­
hydrous calcium chloride, of the weight 
of the milk) is added to set the milk to 
be a semisolid mass. The mass is cut 
into particles no larger than corn ker­
nels, stirred, and heated to a tempera­
ture of about 120° F. The curd is al­
lowed to settle to the bottom of the ket­
tle or vat, and is then Removed and 
drained for a short time, packed in forms 
or hoops, and pressed. The pressed 
curd is salted by immefsing in brine for 
about 24 hours and is then removed from 
the brine and the surface allowed to dry.- 
It is then alternately rubbed with salt 
and washed at intervals. I t may be perf­
orated with needles. I t  is finally dry- 
cured. During curing it is turned and 
scraped. The surface may be rubbed 
with vegetable oil. A harmless prepara­
tion of enzymes of animal or plant origin 
capable of aiding in the curing or de­
velopment of flavor of romano cheese 
may be added during the procedure, in 
such quantity that the weight of the 
solids of such preparation is not more 
than 0.1 percent of the weight of the milk 
used.

(c) (1) For the purposes of this sec­
tion, the word “milk” means cow’s milk 
or goat’s milk or sheep’s milk or mixtures 
of two or all of these. Such milk may be 
adjusted by separating part of the fat 
therefrom or (in the case of cow’s milk) 
by adding one or more of the following: 
Cream, skim milk, concentrated skim 
milk, nonfat dry milk; (in the case of 
goat’s milk) the corresponding products 
from goat’s milk; (in the case of sheep’s 
milk) the corresponding products from 
sheep’s milk; water in a quantity suffi­
cient to reconstitute any such concen­
trated or dried products used.

(2) Such milk may be bleached by 
the use of benzoyl peroxide or a mixture 
of benzoyl peroxide with potassium 
alum, calcium sulfate, and magnesium 
carbonate; but the weight of the benzoyl 
peroxide is not more than 0.002 percent 
of the weight of the milk bleached, and 
the weight of the potassium alum, cal­
cium, sulfate, and magnesium carbonate, 
singly or combined, is not more than six 
times the weight of the benzoyl peroxide 
used. If milk is bleached in this manner, 
sufficient vitamin A is added to the curd 
to compensate for the vitamin A or its 
precursors destroyed in the bleaching 
process, and artificial coloring is not 
used.

(d) Romano cheese in the form of 
slices or cuts in consumer-sized packages 
may contain an optional mold-inhibiting 
ingredient consisting of sorbic acid, po­
tassium sorbate, sodium sorbate, or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid.

(e) When romano cheese is made 
solely from cow’s milk, the name of such 
cheese is “Romano cheese made from 
cow’s milk”, and may be preceded by the 
word “Vaccino” (or “Vacchino”) ; when 
made solely from sheep’s milk, the name 
is “Romano cheese made from sheep’s 
milk”, and may be preceded by the word 
“Pecorina”; when made solely from 
goat’s milk, the name is “Romano cheese 
made from goat’s milk”, and may be pre­
ceded by the word “Caprino”; and when 
a mixture of two or all of the milks speci­
fied in this section is used, the name of 
the cheese is “Romano cheese made from
________—V ’, the blank being filled in
with the names of the milks used, in or­
der of predominance by weight.

(f) (1) If the milk used is bleached, 
the label shall bear the statement “Milk 
bleached with benzoyl peroxide”.

(2) If romano cheese in sliced or cut 
form contains an optional mold-inhib­
iting ingredient as provided for in para­
graph (d) of this section, the label shall
bear the statement “_________added to
retard mold growth” -or “--- -------------
added as a preservative”, the blank being 
filled in with the common name or names 
of the mold-inhibiting ingredient or in­
gredients used.

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the words and state­
ments prescribed by this section, show­
ing the optional ingredients used, shall 
immediately and conspicuously precede 
or follow such name, without intervening 
written, printed or graphic matter.
§ 133.184 Roquefort, sheep’s milk blue- 

niold, and blue-mold cheese from  
sheep’s miik.

(a) Roquefort cheese, sheep’s milk 
blue-mold cheese, blue mold cheese from 
sheep’s milk, is the food prepared from 
sheep’s milk and other ingredients speci­
fied in this section, by the procedure set 
forth in paragraph (b) of this section, or 
by another procedure which produces a 
finished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used. 
It is characterized by the presence of 
bluish-green mold throughout the cheese. 
It contains not more than 45 percent 
moisture, and its solids contain not less 
than 50 percent milk fat, as determined 
by the methods prescribed in § 133.113
(c). I t is not less than 60 days old.

(b) Milk, which may be pasteurized, 
and which may be warmed, is subjected 
to the action of harmless lactic-acid- 
producing bacteria, present in such milk 
or added thereto. Sufficient rennet, or 
other safe and suitable milk-clotting 
enzyme that produces equivalent curd 
formation, or both, is added to set the 
milk to a semisolid mass. The mass is 
cut into smaller portions and allowed to 
stand for a time. The mixed curd and 
whey is placed in forms permitting fur­
ther drainage of whey. Spores of the 
mold Penicillium roquefortii are added. 
The forms are turned several times dim­
ing drainage. When sufficiently drained, 
the shaped curd is removed from the 
forms and salted with dry salt or brine.

Perforations are then made in the shaped 
curd, and it is held at a temperature of 
approximately 50° F, with relative hu­
midity of 90 to 95 percent, until the 
characteristic mold growth has devel­
oped. During storage the surface of the 
cheese is scraped, if necessary, to remove 
surface growth of undesirable micro­
organisms. A harmless preparation of 
enzymes of animal or plant origin capa­
ble of aiding in the curing or development 
of flavor of roquefort cheese may be 
added during the procedure, in such 
quantity that the weight of the solids of 
such preparation is not more than 0.1 
percent of the weight of the milk used.

(c). For the purposes of this section, 
the word “milk” means sheep’s milk, 
which may be adjusted by separating 
part of the fat therefrom or by adding 
thereto sheep’s milk cream or skimmed 
sheep’s milk.
§ 133.185 Samsoe cheese.

(a) Samsoe cheese is the food prepared 
from milk and other ingredients specified 
in this section, by the procedure set forth 
in paragraph (b) of this section, or by 
another procedure which produces a fin­
ished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used. 
The shape of the cheese is fiat cylindri­
cal. Its weight is approximately 30 
pounds (14 kilograms); its diameter is 
approximately 17 inches (44 centi­
meters) ; and its height is approximately 
4 inches (10 centimeters). I t has a small 
amount of eye formation of approxi­
mately uniform size of about A-ipch 
(8 millimeters). I t contains not more 
than 41 percent of moisture, and its 
solids contain not less than 45 percent of 
milk fat, as determined by the methods 
prescribed in § 133.113(c). The cheese 
so made is cured at a temperature of not 
less than 35° F for not less than 60 days. 
The surface may be covered with plain 
or colored paraffin or other tightly ad­
hering coating.

(b) Milk, which may be pasteurized or 
clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto. 
Harmless artificial coloring may be 
added. Sufficient rennet, or other safe 
and suitable milk-clotting enzyme that 
produces equivalent curd formation, 
or both, with or without, purified cal­
cium chloride in a quantity not more 
than 0.02 percent (calculated as anhy­
drous calcium chloride) of the weight 
of the milk, is added to set the milk to a 
semisolid mass. After coagulation the 
mass is cut into small cube-shaped pieces 
with sides approximately %-inch (1 cen­
timeter) . The mass is stirred and heated 
to about 102° F, and so handled by fur­
ther stirring, heating, dilution with 
water, and salting as to promote and 
regulate the separation of curd and whey. 
When the desired curd is obtained, it is 
transferred to forms permitting drainage 
of whey. During drainage, the curd is 
pressed. After drainage, the curd is re­
moved from the forms and is further 
salted by immersing in a concentrated 
salt solution for about 3 days. The curd
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is then cured at a temperature of from 
60° to 70° F for 3 to 5 weeks to obtain 
the desired eye formation. Further curing 
is conducted at a lower temperature.

(c) For the purposes of this section 
the word “milk” means cow’s milk, which 
may be adjusted by separating part of 
the fat therefrom or by adding thereto 
cream or skim milk.
§133.186 Sap sago cheese.

(a) Sap sago cheese is the food pre­
pared from the skim milk of cows and 
other ingredients specified in this sec­
tion, by the procedure set forth in para­
graph (b) of this section. I t  has a 
pale-green color, and is made in the 
shape of a truncated cone. It contains 
not more than 38 percent of moisture, as 
determined by the method prescribed in 
§ 133.113(c).

(b) Skim milk is allowed to become 
sour, and is heated to boiling tempera­
ture, with stirring. Cold buttermilk 
may be added. Sufficient sour whey is 
added to precipitate the casein. The 
curd is removed, spread out in boxes, and 
pressed, and while under pressure is 
allowed to drain and ferment. It is 
ripened for not less than 5 weeks. The 
ripened curd is dried and ground, salt 
and dried clover of the species Melilotus 
coerulea are added. The mixture is 
shaped into truncated cones. I t  is then 
cured for not less than 5 months.
§133.187 Semisoft cheeses.

(a) The cheeses for which definitions 
and standards of identity are prescribed 
by this section are semisoft cheeses for 
which specifically applicable definitions 
and standards of identity are not pre­
scribed by other sections of this part. 
They are made from milk and other in­
gredients specified in this section, by the 
procedure set forth in paragraph (b) of 
this section. They contain more than 39 
percent, but not more than 50 percent, of 
moisture, and their solids contain not 
less than 50 percent of „milk fat, as de­
termined by the methods prescribed in 
§ 133.113(c). If the milk used is not pas­
teurized, the cheese so made is cured a t a 
temperature of not less than 35° F for 
not less than 60 days.

(b) Milk, which may be pasteurized or 
clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria 
or other harmless flavor-producing bac­
teria, present in such milk or added 
thereto. Sufficient rennet, rennet paste, 
extract of rennet paste, or other safe and 
suitable milk-clotting enzyme that pro­
duces equivalent curd formation, singly 
or in any combination (with or without 
Purified calcium chloride in a quantity 
not more than 0.02 percent, calculated 
as anhydrous calcium chloride, of the 
weight of the milk) is added to set the

J°  a semis°lid mass. Harmless 
artificial coloring may be added. After 
coagulation the mass is so treated as to 
promote and regulate the separation of 
wney and curd. Such treatment may in- 
lude one or more of the following: cut­

ting, stirring, heating, dilution with 
water or brine. The whey, or part of it, 
is drained off, and the curd is collected

and shaped. I t  may be placed in forms, 
and may be pressed. Harmless flavor- 
producing microorganisms may be 
added. I t  may be cured in a manner to 
promote the growth of biological curing 
agents. Salt may be added during the 
procedure. A harmless preparation of 
enzymes of animal or plant origin capa­
ble of aiding in the curing or develop­
ment of flavor of semisoft cheese may be 
added, in such quantity that the weight 
of the solids of such preparation is not 
more than 0.1 percent of the weight of 
the milk used.

(c) For the purposes of this section:
(1) The word “milk” means cow’s milk 

or goat’s milk or sheep’s milk or mix­
tures of two or all of these. Such milk- 
may be adjusted by separating part of 
the fat therefrom, or (in the case of 
cow’s milk) by adding one or more of 
the following: Cream, skim milk, con­
centrated skim milk, nonfat dry milk; 
(in the case of goat’s milk) the corre­
sponding products from goat’s milk; (in 
tiie case of sheep’s milk) the correspond­
ing products from sheep’s milk; water 
in a quantity sufficient to reconstitute 
any concentrated or dried products used.

(2) Milk shall be deemed to have been 
pasteurized if it has been held a t a 
temperature of not less than 143° F  for 
a period of not less than 30 minutes, or 
for a time and a t a temperature equiva­
lent thereto in phosphatase destruction. 
A semisoft cheese shall be deemed not to 
have been made from pasteurized milk  
if 0.25 gm shows a phenol equivalent of 
more than 5 micrograms when tested by 
the method prescribed in § 133.113(f).

(d) Semisoft cheeses in the form of 
slices or cuts in consumer-sized packages 
may contain an optional mold-inhibiting 
ingredient consisting of sorbic acid, po­
tassium sorbate, sodium sorbate, or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid.

(e) The name of each semisoft cheese 
for which a definition and standard of' 
identity is prescribed by this section is 
“Semisoft cheese”, preceded or followed 
by:

(1) The specific common or usual name 
of such semisoft cheese, if any such 
name has become generally recognized 
therefor; or

(2) If no such specific common or 
usual name has become generally recog­
nized therefor, an arbitrary or fanciful 
name which is not false or ‘misleading in 
any particular.

(f) (1) When milk other than cow’s 
milk is used in whole or in part, the name 
of the cheese includes the statement
“made from _____-----the blank
being filled in with the name or names 
of the milk used, in order of predomi­
nance by weight.

(2) If semisoft cheese in sliced or cut 
form contains an optional mold-inhibit­
ing ingredient as specified in paragraph 
(d) of this section, the label shall bear
the statement “---------- added to retard
mold growth” or “_______ added as a
preservative”, the blank being filled in 
with the common name or names of the 
mold-inhibiting ingredient or ingredients 
used.

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the words and state­
ments prescribed by this section, showing 
the optional ingredient used, shall im­
mediately and conspicuously precede or 
follow such name, without intervening 
written, printed, or graphic matter.
§ 133.188 Semisoft part-skim cheeses.

(a) ‘The cheeses for which definitions 
and standards of identity are pre­
scribed by this section are semisoft part- 
skim cheeses for which specifically ap­
plicable definitions and standards of 
identity are not prescribed by other sec­
tions of this part. They are made from 
partly skimmed milk and other ingredi­
ents specified in this section, by the pro­
cedure set forth in paragraph (b) of this 
section. They contain not more than 50 
percent of moisture, and their solids con­
tain not less than 45 percent, but less 
than 50 percent, of milk fat, as deter­
mined by the methods set forth in 
§ 133.113(c). If the milk used is not pas­
teurized, the cheese so made is cured at 
a temperature of not less than 35° F, for 
not less than 60 days.

(b) Milk, which may be pasteurized or 
clarified or both, and which m ay be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria 
or other harmless flavor-producing bac­
teria, present in such milk or added 
thereto. Sufficient rennet, rennet paste, 
extract of rennet paste, or other safe and 
suitable milk-clotting enzyme that pro­
duces equivalent curd formation singly 
or in any combination (with or without 
purified calcium chloride in a quantity 
not more than 0.02 percent, calculated as 
anhydrous calcium chloride, of the 
weight of the milk) is added to set the 
milk to a semisolid mass. Harmless arti­
ficial coloring may be added. After co­
agulation the mass is so treated as to pro­
mote and regulate the separation of whey 
and curd. Such treatment may include 
one or more of the following: Cutting, 
stirring, heating, dilution with water or 
brine. The whey, or part of it, is drained 
off, and the curd is collected and shaped.
It may be placed in forms, and it may be 
pressed. Harmless flavor-producing 
microorganisms may be added. I t  may be 
cured in a manner to promote the growth 
of biological curing agents. Salt may be 
added during the procedure. A harmless 
preparation of enzymes of animal or 
plant origin capable of aiding in the cur­
ing or development of flavor of semisoft 
part-skim cheese may be added in such 
quantity that the weight of the solids of 
such preparation is not more than 0.1 
percent of the weight of the milk used.

(c) For the purposes of this section:
(1) The word “milk” means cow’s milk 

or goat’s milk or sheep’s milk or mix­
tures of two or all of these. Such milk 
may be adjusted by separating part of 
the fat therefrom or (in the case of cow’s 
milk) by adding one or more of the fol­
lowing: Cream, skim milk, concentrated 
skim milk, nonfat dry milk; (in the case 
of goat’s milk) the corresponding prod- / 
ucts from goat’s milk; (in the case of 
sheep’s milk) the corresponding products
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from sheep’s milk; water in a quantity 
sufficient to reconstitute any such con­
centrated or dried products used.

(2) Milk shall be deemed to have been 
pasteurized if it has been held at a tem­
perature of not less than 143° P for a 
period of not less than 30 minutes, or for 
a time and at a temperature equivalent 
thereto in phosphatase destruction. A 
semisoft part-skim cheese shall be 
deemed not to have been made from pas­
teurized milk if 0.25 gm. shows a phenol 
equivalent of more than 5 micrograms 
when tested by the method prescribed in 
§ 133.113(f).

(d) Semisoft part-skim cheeses in the
form of slices or cuts in consumer-sized 
packages may contain an optional mold- 
inhibiting ingredient consisting of sorbic 
acid, potassium sorbate, sodium sorbate, 
or any combination of two or more of 
these, in an amount not to exceed 0.3 
percent by weight, calculated as sorbic 
acid. .

(e) The name of each semisoft part- 
skim cheese for which a definition and 
standard of identity is prescribed by 
this section is “Semisoft part-skim 
cheese,” preceded or followed by:

(1) The specific common or usual 
name of such semisoft cheese, If any 
such name has become generally recog­
nized therefor; or

(2) If no such specific common or us­
ual name has become generally recog­
nized therefor, an arbitrary or fanciful 
name which is not false or misleading in 
any particular.

(f) (1) When milk other than cow’s
milk is used in whole or in part, the 
name of the cheese includes the state­
ment “made from  ------ ---------- —”, the
blank being filled in with the name or 
names of the milk used, in order of pre­
dominance by weight.

(2) If semi-soft part-skim cheese in 
sliced or cut form contains an optional 
mold-inhibiting ingredient as specified 
in paragraph (d) of this section, the
label shall bear the statement “----------
added to retard mold growth” or “--------
added as a preservative ”, the blank be­
ing filled in with the common name or 
names of the mold-inhibiting ingredient 
or ingredients used.

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the words and state­
ments prescribed by this section, show­
ing the optional ingredient used, shall 
immediately and conspicuously precede 
or follow such name, without intervening 
written, printed, or graphic matter.
§ 133.189 Skim m ilk cheese for manu­

facturing.
(a) Skim milk cheese for manufac­

turing is the food prepared from skim 
milk and other ingredients specified in 
this section, by the procedure set forth 
in paragraph (b) of this section, or by 
another procedure which produces a 
finished cheese having the same physical 
and chemical properties as the cheese 
produced when the procedure set forth 
in paragraph (b) of this section is used. 
I t  contains not more than 50 percent of 
moisture, as determined by the method 
therefor prescribed in § 133.113(c). I t is
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coated with blue-colored paraffin or 
other tightly adhering coating, colored 
blue.

(b) Skim milk or the optional dairy 
ingredients specified in paragraph (c) 
of this section, which may be pasteur­
ized, and which may be warmed, are 
subjected to the action of harmless lac­
tic-acid-producing bacteria, present in 
such milk or added thereto. Harmless 
artificial coloring may be added. Suffi­
cient-rennet, or other safe and suitable 
milk-clotting enzyme that produces 
equivalent curd formation, or both, with 
or without purified calcium chloride In 
a quantity not more than 0.02 percent 
(calculated as anhydrous calcium chlo­
ride) of the weight of the skim milk, 
is added to set the skim milk to a semi­
solid mass. The mass is so cut, stirred, 
and heated with continued stirring, as 
to promote and regulate the separa­
tion of whey and curd. The whey is 
drained off, and the curd is matted into 
a cohesive mass. Proteins from the whey 
may be incorporated. The mass is cut 
into slabs which are so piled and han­
dled as to promote the drainage of whey 
and the development of acidity. The 
slabs are then cut into pieces, which 
may be rinsed by pouring or sprinkling 
water over them, with free' and continu­
ous drainage; but the duration of such 
rinsing is so limited that only the whey 
on the surface of such pieces is removed. 
The curd is salted, stirred, further 
drained, and pressed into forms. A 
harmless preparation of enzymes of 
animal or plant origin capable of aiding 
in the curing or development of flavor 
of skim milk cheese for manufacturing 
may be added during the procedure, in 
such quantity that the weight of the 
solids of such preparation is not more 
than 0.1 percent of the weight of the 
milk used.

(c) The optional dairy ingredients re­
ferred to in paragraph (b) of this sec­
tion are: Skim milk or concentrated 
skim milk or nonfat dry milk or a mix­
ture of any two or more of these, with 
water in a quantity not in excess of that 
sufficient to reconstitute any concentrat­
ed skim milk or nonfat dry milk used.

(d) For the purposes of this section, 
“skim milk” means cow’s milk from 
which the milk fat has been separated.
§ 133.190 Spiced cheeses.

(a) The cheeses for which definitions, 
and standards of identity are prescribed 
by this section are spiced cheeses for 
which specifically applicable definitions 
and standards of identity are not pre­
scribed by other sections of this part. 
They are made from milk and the other 
ingredients specified in this section, by 
the procedure set forth in paragraph (b) 
of this section. Their solids contain not 
less than 50 percent of milk fa t as de­
termined by the method therefor pre­
scribed in § 133.113(c). They contain 
one or a mixture of two or more spices, 
except any which singly or in combina­
tion with other ingredients simulate the 
flavor of a cheese of any age or variety, 
in an amount not less than 0.015 ounce 
per pound of cheese, and may contain 
spice oils. If the milk used is not pas­
teurized, the cheese so made is cured at

a temperature of not less than 35° F for 
not less than 60 days.

(b) Milk, which may be pasteurized or 
clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto. 
Harmless artificial coloring may be add­
ed. Sufficient rennet, rennet paste, ex­
tract of rennet paste, or other safe and 
suitable milk-clotting enzyme that pro­
duces equivalent curd formation, singly 
or in any. combination (with or without 
purified calcium chloride in a quantity 
not more than 0.02 percent, calculated 
as anhydrous calcium chloride, of the 
weight of the milk) is added to set the 
milk to a semisolid mass. The mass is di­
vided into smaller portions, and so han­
dled by stirring, heating, and diluting 
with water or salt brine as to promote 
and regulate the separation of whey and 
curd. The whey is drained off. The curd 
is removed, and may be further drained. 
The curd is then shaped into forms, and 
may be pressed. At some time during the 
procedure, spices are added so as to be 
evenly distributed through the finished 
cheese. Spice oils may be added. A harm­
less preparation of enzymes of animal 
or plant origin capable of aiding in the 
curing or development of flavor of spiced 
cheese may be added during the pro­
cedure, in such quantity that the weight 
of the solids of such preparation is not 
more than 0.1 percent of the weight of 
the milk used. Harmless flavor-produc­
ing microorganisms may be added, and 
curing may be conducted under suitable 
conditions for the development of bio­
logical curing agents.

(c) For the purposes of this section:
(1) The word “milk” means cow’s milk 

or goat’s milk or sheep’s milk or mix­
tures of two or all of these. Such milk 
may be adjusted by separating part of 
the fat therefrom or (in the case of cow's 
milk) by adding one or more of the fol­
lowing: Cream, skim milk, concentrated 
skim milk, nonfat dry milk; (in the 
case of goat’s milk) the correspond­
ing products from goat’s milk; (in the 
case of sheep’s milk) the corresponding 
products from sheep’s milk; water in a 
quantity sufficient to reconstitute any 
such concentrated or dried products 
used.(2) Milk shall be deemed to have been
pasteurized if it has been held at a 
temperature of not less than 143° F for 
a period of not less than 30 minutes, or 
for a time and at a temperature equiv­
alent thereto in phosphatase destruc­
tion. Spiced cheeses shall be deemed not 
to have been made from pasteurized milk 
if 0.25 gram shows a phenol equivalent of 
more than 3 micrograms, when tested by 
the method prescribed in § 133.113(f).

(d) Spiced cheeses in the form of slices 
or cuts in consumer-sized packages may 
contain an optional mold-inhibiting in­
gredient consisting of sorbic acid, potas­
sium sorbate, sodium sorbate, or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid.

(e) The name of each spiced cheese 
for which a definition and standard of 
identity is prescribed by this section is
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“Spiced cheese”, preceded or followed 
by:

(1) The specific common or usual 
name of such spiced cheese, if any such 
name has become generally recognized 
therefor; or

(2) If no such specific common or 
usual name has become generally recog­
nized therefor, an arbitrary or fanciful 
name that is not false or misleading in 
any particular.'

(f) (1) When milk other than cow’s 
milk is used in whole or in part, the 
name of the cheese includes the state­
ment “made from _______ ”, the blank
being filled in with the name or names 
of the milk .used, in order of predomi­
nance by weight.

(2) If spiced cheese in sliced or cut 
form contains an optional mold-inhibit­
ing ingredient as specified in paragraph 
(d) of this section, the label shall bear
the statement “------ > added to retard
mold growth” or “_______ added as a
preservative”, the blank being filled in 
with the common name or names of the 
mold-inhibiting ingredient or ingredients 
used.

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the words and state­
ments prescribed by this section, showing 
the optional ingredients used, shall im­
mediately and conspicuously precede or 
follow such name, without intervening 
written, printed, or graphic matter.
§ 133.191 Part-skim spiced cheeses.

Part-skim spiced cheeses conform to 
the definition and standard of identity, 
and are subject to the requirements for 
label statement of optional ingredients, 
prescribed for spiced cheeses by § 133.190, 
except that their solids contain less than 
50 percent, but not less than 20 percent, 
of milk fat.
§ 133.193 Spiced, flavored standardized 

cheeses.
(a) Except as otherwise provided for 

herein and in applicable sections in this 
part, a spiced or flavored standardized 
cheese conforms to the applicable defini­
tions, standard of identity and require­
ments for label statement of optional in­
gredients prescribed for that specific 
natural cheese variety promulgated pur­
suant to section 401 of the act. In addi­
tion a spiced and/or flavored standard­
ized cheese shall contain one or more 
safe and suitable spices and/or flavor-
wS’ *n suc*1 Proportions as are reason­

ably required to accomplish their intend­
ed effect: Provided, That no combination 
of ingredients shall be used to simulate 
tne flavor of cheese of any age or variety.

(b) The name of a spiced or flavored 
standardized cheese shall include in addi­
tion to the varietal name of the natural 
cheese, a declaration of any flavor and/ 
or spice that characterizes the food, in 
the manner prescribed In § 101.22 of this 
chapter.
§ 133.195 Swiss and emmentaler cheese.
, If? Swiss cheese, emmentaler cheese, 
is the food prepared from milk and other 
ingredients specified in this section, by

the procedure set forth in paragraph (b) 
of this section, or by another procedure 
which produces a finished cheese having 
the same physical and chemical prop­
erties as the cheese produced when the 
procedure set forth in paragraph (b) of 
this section is used. It has holes, or eyes, 
developed throughout the cheese. It 
contains not more than 41 percent of 
moisture, and its. solids contain not less 
than 43 percent of milk fat, as deter­
mined by the methods prescribed in 
§ 133.113(c). It is not less than 60 days 
old. .V  <

(b) Milk, which may be pasteurized 
or clarified or both, and which may be 
warmed, is subjected to the action of 
harmless lactic-acid-producing bacteria, 
present in such milk or added thereto; 
harmless propionic-acid-producing bac­
teria may also be added. Authorized ar­
tificial coloring may be added. Sufficient 
rennet, or other safe and suitable milk­
clotting enzyme that produces equivalent 
curd formation, or both, with~or without 
purified calcium chloride in a quantity 
not more than 0.02 percent (calculated 
as anhydrous calcium chloride) of the 
weight of the milk, 'is added to set the 
milk to a semisolid mass. The mass is 
cut into particles similar in size to wheat 
kernels. For about 30 minutes the par­
ticles are alternately stirred and allowed 
to settle. The temperature is raised to 
about 126° F. Stirring is continued until 
the curd becomes firm. The acidity of 
the whey a t this point, calculated as 
lactic acid, does not exceed 0.13 per­
cent. The curd is transferred to hoops 
or forms and pressed until the desired 
shape and firmness are obtained. The 
cheese is then salted by immersing it 
in a saturated salt solution for about 
3 days. It is then held at a temperature 
of about 50° F to 60° F for a period of 
5 to 10 days, after which it is held at a 
temperature of about 75° F until it is 
approximately 30 days old, or until the 
so-called eyes form. Salt, or a solution 
of salt in water, is added to the surface of 
the cheese at some time during the cur­
ing process. The cheese is then stored 
at a lower temperature for further cur­
ing. A harmless preparation of enzymes 
of animal or plant origin capable of aid­
ing in the curing or development of 
flavor of swiss cheese may be added dur­
ing the procedure, in such quantity that 
the weight of the solids of such prepara­
tion is not more than 0.1 percent of the 
weight of the milk used.

(c)(1) For the . purposes of this sec­
tion, the word “milk” means cow’s milk, 
which may be adjusted by separating 
part of the fat* therefrom or by adding 
thereto cream or skim milk. Such milk 
may be bleached by the use of benzoyl 
peroxide or a mixture of benzoyl perox­
ide with potassium alum, calcium sul­
fate, and magnesium carbonate; but the 
weight of the benzoyl peroxide is not 
more than 0.002 percent of the weight 
of the milk bleached, and the weight of 
potassium alum, calcium sulfate, and 
magnesium carbonate, singly or com­
bined, is not more than six times the 
weight of the benzoyl peroxide used. If 
the milk is bleached in this manner, 
sufficient vitamin A is added to the curd

to compensate for the vitamin A or its 
precursors destroyed in the bleaching 
process, and artificial coloring is not 
used.

(2) During the cheese-making process 
the milk may be treated as provided in 
§ 133.113(e) (3).

(d) Swiss cheese in the form of slices 
or cuts in consumer-sized packages may 
contain an optional mold-inhibiting in­
gredient consisting of sorbic acid, potas­
sium sorbate, sodium sorbate, or any 
combination of two or more of these, in 
an amount not to exceed 0.3 percent by 
weight, calculated as sorbic acid.

(e) .(l) (i) If swiss cheese in diced or 
cut form contains an optional mold-in­
hibiting ingredient as specified in para­
graph (d) of this section, the label shall
bear the statement “__ ____ __added
to retard mold growth” or “ _______ _
added as a preservative”, the blank be­
ing filled in with the common name or 
names of the mold-inhibiting ingredient 
or ingredients used.

(ii) If the milk used is bleached, the 
label shall bear the statement “Milk 
bleached with benzoyl peroxide”.

(2) Wherever the name of the food 
appears on the label so conspicuously 
as to be easily seen under customary 
conditions of purchase, the statement 
specified in this section, showing the op­
tional ingredient used, shall immediately 
and conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter.
§ 133.196 Swiss cheese for manufactur­

ing.
Swiss cheese for manufacturing con­

forms to the definition and standard of 
identity prescribed for swiss cheese by 
§ 133.195, except that the holes, or eyes, 
have not developed throughout the en­
tire cheese, and the provisions of para­
graph (d) of that section do not apply ; 
however, the labeling requirements of 
paragraph (e)(2) of that section do 
apply.

PART 135— FROZEN DESSERTS 
Subpart A—[Reserved]

Subpart B— Requirements for Specific 
Standardized Frozen Desserts

Sec.
135.10 Frozen custard.
135.20 Fruit sherbets.
135.30 Ice cream.
135.40 Ice milk.
135.50 MeUorine.
135.65 Nonfruit sherbets.
135.70 Nonfruit water ices.
135.90 Water ices.

Au t h o r it y : Secs. 401, 701, 52 Stat. 1046 as 
amended, 1055-1056 as amended (21 U.S.C. 
341, 371).

Subpart A— [Reserved]
Subpart B— Requirements for Specific 

Standardized Frozen Desserts
§ 135.10 Frozen custard.

Frozen custard, french ice cream, 
french custard ice cream conform s to 
the definition and standard of identity, 
and is subject to the requirements for 
label statement of optional ingredients, 
prescribed for ice cream by § 135.30, ex­
cept that one or more of the optional egg
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ingredients permitted by $ 135.30<f) (1) 
are used in such quantity that the total 
weight of egg yolk solids therein is not 
less than 1.4 percent of the weight of the 
finished frozen custard: Provided, how­
ever, That when the ingredients named 
in § 135.30(b) (3) through (8), Inclusive, 
are used, the content of egg yolk solids 
may be reduced in proportion to the 
bulky ingredient or ingredients added, 
under the conditions prescribed by 
§ 135.30(a) for reduction in milk fat and 
total milk solids; but in no case is the 
content of egg yolk solids less than 1.12 
percent.
§ 135.20 Fruit sherbets.

(a) Fruit sherbets are the foods each 
of which is prepared by freezing, while 
stirring, a mix composed of one or more 
of the optional characterizing fruit in­
gredients specified in paragraph <b) Of 
this section and one or more of the 
optional ingredients specified in para­
graph '(c) of this section, sweetened 
with one or more of the optional sweet­
ening ingredients specified in paragraph
(d) of this section. One or more of the 
optional ingredients specified to para­
graph (e) of this section may be used, 
subject to the conditions hereinafter set 
forth. The mix of combined dairy in­
gredients, with or without other ingredi­
ents, is pasteurized. The titratable 
acidity of the finished fruit sherbet, cal­
culated as lactic acid, is not less than 
0.35 percent. The mix with or with­
out added water may be seasoned with 
salt, and may be homogenized. The 
optional dairy ingredients used and 
the content of milk fat and nonfat 
milk solids therein are such that the 
weight of milk fa t is not less than 1 
percent and not more than 2 percent, 
and the weight of total milk solids is 
not less than 2 percent and not more 
than 5 percent of the weight of the 
finished fruit sherbet. The optional 
caseinates specified in paragraph (e) (7) 
of this section are not deemed to be milk 
solids. The finished fruit sherbet weighs 
not less than 6 pounds to the gallon: ex­
cept that when the optional ingredient 
microcrystalline cellulose specified in 
paragraph (e) (11) of this section is used, 
the finished fruit sherbet weighs not less 
than 6 pounds to the gallon, exclusive of 
the weight of the microcrystalline cellu­
lose.

(b) The optional fruit characterizing 
ingredients referred to in paragraph <a) 
of this section are any mature fruit or 
the juice of any mature fruit. The fruit 
or fruit juice used may be fresh, frozen, 
canned, concentrated, or partially or 
wholly dried. The fruit may be thick­
ened with pectin or other of the optional 
ingredients named in paragraph (e) (2) 
of this section, subject to the restriction 
on the total quantity of such substances 
in fruit sherbets prescribed in that para­
graph. The fruit is prepared by the re­
moval of pits, seeds, skins, and cores, 
where such removal is uéual in prepar­
ing that kind Of fruit for consumption as 
fresh fruit. The fruit may be screened, 
crushed, or otherwise comminuted. I t  
may be acidulated with citric acid, 
ascorbic acid, or phosphoric acid. In

the case of concentrated fruit or fruit 
juices, from which part of the water 
is removed, substances contributing 
flavor volatilized during water removal 
may be condensed and reincorporat­
ed in the concentrated fruit or fruit - 
juice. In the case of citrus fruits, the 
whole fruit, including the peel but ex­
cluding the seeds, may be used, and in 
the case of citrus juice or concentrated 
citrus juices, cold-pressed citrus oil may 
be added thereto in an amount not ex­
ceeding that which would have been ob­
tained if the whole fruit had been used. 
The quantity of fruit ingredients used 
is such that, in relation to the weight of 
the finished sherbet, the weight of fruit 
or fruit juice, as the case may be (includ­
ing water necessary to reconstitute par­
tially or wholly dried fruits or fruit juices 
to their original moisture content), is 
not less than 2 percent in the case of 
citrus sherbets, 6 percent in the case of 
berry sherbets, and 10 percent in the 
case of sherbets prepared with other 
fruits. For the purposes of this section, 
tomatoes and rhubarb are considered as 
kinds of fruit.

(c) The optional dairy ingredients re­
ferred to in paragraph (a) of this sec­
tion axe: Cream, dried cream, plastic 
cream (sometimes known as concern-*, 
trated milk fa t) , butter, butter oil, milk, 
concentrated milk, evaporated milk, su­
perheated condensed milk, sweetened 
condensed milk, dried milk, skim milk, 
concentrated skim milk, evaporated skim 
milk, condensed skim milk, superheated 
condensed skim milk, sweetened con­
densed skim milk, sweetened condensed 
part-skim milk, nonfat dry milk, sweet 
cream buttermilk, condensed sweet 
cream buttermilk, dried sweet cream 
buttermilk, skim milk that has been con­
centrated and from which part of the 
lactose has been removed by crystalliza­
tion, concentrated cheese whey, and 
dried cheese whey. Water may be 
added, or water may be evaporated from 
the mix. The sweet cream buttermilk 
and the concentrated sweet cream but­
termilk or dried sweet cream buttermilk, 
when adjusted with water to a total 
solids content of 8.5 percent, has a titra t­
able acidity of not more than 0.17 per­
cent, calculated as lactic acid. The 
term “milk” as used in this section means 
cow’s milk. Dried cheese whey is uni­
formly light in color, free from brown 
and black scorched particles, and has 
an alkalinity of ash, not more than 225 
milliliters 0.1N HC1 per 100 grams, a 
bacterial count of not more than 50,000 
per gram, and, as adjusted with water 
to a total solids content of €.5 percent, 
a  titratable acidity of not more than 
0.16 percent calculated as lactic acid. 
Concentrated cheese Whey has an alka­
linity of ash, not more than 115 milli­
liters 0.1N HC1 per 100 grams, a bacterial 
count of not more than 50,000 per gram, 
and, as adjusted with water to a total 
solids content of 6.5 percent, a titratable 
acidity of not more than 0.18 percent, 
calculated as lactic acid.

(d) The optional sweetening ingredi­
ents referred to in paragraph (a) of this 
section are: Sugar (sucrose), dextrose, 
invert sugar (paste or sirup), glucose

sirup, dried glucose sirup, corn sirup, 
dried corn sirup, malt sirup, malt ex­
tract, dried malt sirup, dried malt ex­
tract, maltose sirup, dried maltose sirup.

(e) Other optional ingredients re­
ferred to in paragraph (a) of this sec­
tion are:

<!) Liquid eggs, frozen eggs, dried 
eggs, egg yolks, frozen yolks, dried yolks; 
but the weight of egg yolk solids therein 
is less than 0.5 percent of the weight of 
the finished fruit sherbet.

(2) Agar-agar, algin (sodium algi­
nate) , calcium sulfate, egg white, gelatin, 
gum acacia, guar seed gum, gum karaya, 
locust bean gum, oat gum, gum traga- 
canth, hydroxypropyl methylcellulose, 
carrageenan, salts of carrageenan, fur- 
celleran, salts of- furcelleran, lecithin, 
pectin, psyllium seed husk, sodium car- 
boxymethylcellulose. The total weight 
of the solids of any such ingredient used 
singly or of any combination of two or 
more such ingredients used (including 
any such ingredient added separately to 
the fruit ingredient) is not more than 
0.5 percent of the weight of the finished 
fruit sherbet. Such ingredients may be 
added in admixture with dextrin, propyl­
ene glycol, or glycerin.

(3) Monoglycerides or diglycerides or 
both of fat-forming fatty acids. The 
total weight of such ingredients is not 
more than 0.2 percent of the weight of 
the finished fruit sherbet. If the prep­
aration used is one having a  high pro­
portion of monoglycerides (over 90 per­
cent) , it may be preblended with edible 
fat, but the amount of such fat does 
not exceed 20 percent by weight of the 
blend, and the total amount of the blend 
used does not exceed 0.2 percent of the 
weight of the finished fruit sherbet.

<4) Polysorbate 65, polysorbate 80, or 
both (complying with the provisions of 
§ 172.838 and § 172.840 of this chapter 
including the limit on either used sep­
arately or both used in combination of 
not more than 0.1 percent by weight of 
the finished frozen dessert).

(5) Propylene glycol alginate (comply­
ing with the provisions of § 172.858 of 
this chapter including the limit of not 
more than 0.5 percent by weight of the 
finished frozen dessert).

(6) Citric acid, tartaric acid, malic 
acid, lactic acid, ascorbic acid, phos­
phoric acjd, or any combination of two 
or more of these in such quantity as 
seasons the finished food.

(7) Casein prepared by precipitation 
with gums, ammonium caseinate, calcium 
caseinate, potassium caseinate, sodium 
caseinate.

(8) Any natural food flavoring.
(9) Any artificial flavoring.
(10) Coloring, including artificial col­

oring. .
(11) Microcrystalline cellulose, in a 

quantity not to exceed 0.5 percent of the 
weight of the finished fruit sherbet.

(12) When one or more of the op tion al 
thickening ingredients in paragraph
(e) (2) or (5) of this section are used, 
dioctyl sodium sulfosuccinate complying 
with the requirements of §172.810 oi 
this chapter may be used in a quantity 
not in excess of 0.5 peroent by weight 
of such ingredients.
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(f) The name of each such fruit sher­

bet is “------ --------- sherbet”, the blank
being filled in with the common name of 
the fruit or fruits from which the fruit 
ingredients used are obtained. When the 
names of two or more fruits are included, 
such names shall be arranged in order of 
predominance, if any, by weight of the 
respective fruit ingredients used.

(g) When the optional ingredients 
artificial coloring or artificial flavoring 
are used in fruit sherbet they shall be 
named on the labels as follows:

(1) .The label shall designate artificial 
coloring by the statement “artificially 
colored”, “artificial coloring added”, 
“with added artificial coloring”, or

---------— an artificial color added”,
the blank being filled in with the name 
of the artificial colqring used.

(2) The label shall designate artificial 
flavoring by the statement “artificially 
flavored”, “artificial flavoring added”, 
“with added artificial flavoring”, or
“--------- -— - an artificial flavor added”.
the blank being filled in with the name 
of the artificial flavoring used.

(3) Whenever artificial flavoring is not
added as such but as a component of 
some other ingredient, the label shall in­
clude the statement “_________artifi­
cially flavored”, the blank being filled in 
with the name of such other ingredient.

(4) When the optional ingredient mi­
crocrystalline cellulose specified in para­
graph (e) (11) of this section is used, the 
label shall bear the statement “micro­
crystalline cellulose added” or “with 
added microcrystalline cellulose”.
Label statements may be combined, as 
for example, “with added artificial fla­
voring and artificial coloring”.

(h) Where one or more of the optional 
ingredients artificial coloring or artificial 
flavoring are used and there appears on 
the label any representation as to the 
fruit or fruits in the sherbet, such 
representation shall be immediately and 
conspicuously accompanied by appropri­
ate label statements as. prescribed in par­
agraph (g) of this section, showing the 
optional ingredients used.

(i) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the statements spec­
ified in this section, showing the optional 
ingredients used, shall immediately and 
conspicuously precede or follow such 
name without intervening written, print­
ed, or graphic matter.
§ 135.30 Ice cream.

(a) Ice cream is the food prepared by 
freezing, while stirring, a pasteurized 
mix composed of one or more of the 
optional ingredients specified in par- 
afraph (c) of this section, sweetened 
with one or more of the optional sweet­
ening ingredients specified in paragraph
(d) of this section. One or more of the 
m * *  characterizing ingredients spec- 

paragraph (b) of this section 
and one or more of the optional ingredi- 

speci^ed *n Paragraph (d) (5) to 
vio) may be used to characterize the ice 
cream. One or more of the optional 
caseinates specified in paragraph (e)

and one or more of the optional ingredi­
ents specified in paragraph (f) of this 
section may be used, subject to the con­
ditions hereinafter set forth. The mix 
may be seasoned with salt, and may be 
homogenized. The kind and quantity of 
optional dairy ingredients used, as speci­
fied in paragraph (c) of this section, and 
the content of milk fa t and nonfat milk 
solids therein, are such that the weights 
of milk fat and total milk solids are not 
less than 10 percent and 20 percent, re­
spectively, of 'the weight of the finished 
ice cream;' but in no case shall the con­
tent of milk solids not fat be less than 6 
percent, except that when one or more 
of the bulky optional ingredients as 
specified in paragraph- (b) (3) to (8), 
inclusive, of this section, are, used, the 
weights of milk fat and total milk solids 
(exclusive of such fat and solids in any 
malted milk used) are not less than 10 
percent and 20 percent, respectively, of 
the remainder obtained by subtracting 
the weight of such optional ingredients, 
modified as prescribed in this paragraph, 
from the weight of the finished ice 
cream; but in no case is the weight of 
milk fat or total milk solids less than 8 
percent and 16 percent, respectively, of 
the weight of the finished ice cream. The 
optional caseinates specified in para­
graph (e) of this section are not deemed 
to be milk solids. In calculating the re­
duction of milk fat and total milk solids 
from the use of bulky optional ingredi­
ents, chocolate and cocoa solids used 
shall be considered the bulky ingredients 
of paragraph (b) (3) of this section. In 
order to make allowance for additional 
sweetening ingredients needed when 
bulky ingredients are used, the weight 
of chocolate or cocoa solids may be mul­
tiplied by 2.5; the weight of fruit or 
nuts used may be multiplied by 1.4; and 
the weight of partially or wholly dried 
fruits or fruit juices may be multiplied 
by appropriate factors to obtain the orig­
inal weights before drying and this 
weight multiplied by 1.4. The finished ice 
cream contains not less than 1.6 pounds 
of total solids to the gallon and. weighs 
not less than 4.5 pounds to the gallon; 
except that when the optional ingredient 
microcrystalline cellulose specified in 
paragraph (f) (6) of this section is used, 
the finished ice cream contains not less 
than 1.6 pounds of total solids to the 
gallon and weighs not less than 4.5 
pounds to the gallon exclusive, in both 
cases, of the weight of the microcrystal­
line cellulose. Artificial flavoring in any 
chocolate, cocoa, confectionery, or other 
ingredient used is an optional ingredient 
of the finished ice cream. Coloring, in­
cluding artificial coloring, may be added.®
- (b) The optional characterizing ingre­

dients referred to in paragraph (a) of 
this section are: *

(1) Ground spice, ground vanilla 
beans, infusion of coffee or tea, or any 
natural food flavoring.

(2) Artificial food flavoring.
(3) Chocolate or cocoa, which may be 

added as such or as a suspension in sirup,

«Section 403(k) of the Federal Food, Drug, 
and Cosmetic Act grants label declaration 
exemption for artificial coloring in ice cream.

and which may contain disodium phos­
phate or sodium citrate in such quantity 
that the finished ice cream contains not 
more than 0.2 percent by weight of5 diso­
dium phosphate or sodium citrate. For 
the purposes of this section, the term 
“cocoa” means one or any combination 
of two or more of the following: Cocoa, 
breakfast cocoa, low-fat cocoa, and the 
unpulverized residual material prepared 
by removing part of the fat from ground 
cacao nibs.

(4) Mature fruit or the juice of mature 
fruit, either of which may be fresh, 
frozen, canned, concentrated, or partially 
or wholly dried. The fruit may be 
whole, shredded, or comminuted; it may 
be sweetened, thickened with pectin or 
with one or more of the ingredients 
named in paragraph (f) V2) of this sec­
tion, subject to the restriction on the 
total quantity of such substances in ice 
cream prescribed in that paragraph, and 
it may be acidulated with citric acid, 
ascorbic acid, or phosphoric acid. The 
fruit is prepared by the removal of pits, 
seeds, skins, and cores, where such re­
moval is usual in preparing that kind of 
fruit for consumption as fresh fruit. In 
thecase of fruit or fruit juice from which 
part of the water is removed, the sub­
stances contributing flavor volatilized 
during water removal may be condensed 
and reincorporated in the concentrated 
fruit or fruit juice. In  the case of the 
citrus fruits the whole fruit, including 
the peel but excluding the seeds, may be 
used, and in the case of citrus juice or 
concentrated citrus juice, cold-pressed 
citrus oil may be added in an amount not 
exceeding that which would have been 
obtained if the peel from the whole fruit 
had been used. For the purposes of this 
section, the fiesta of the coconut shall be 
considered a fruit.

(5) Nut meats, which may be roasted, 
cooked in an edible fat or oil, or preserved 
in sirup, and which may be salted.

(6) Malted milk.
(7) Confectionery. For the purposes 

of this section, the term “confectionery” 
means candy, cakes, cookies, and glaceed 
fruits.

(8) Properly prepared and cooked 
cereal.

(9) Distilled alcoholic beverage, in­
cluding liqueurs or wine, in an amount 
not to exceed that required for flavoring 
the Ice cream.

(c) The optional dairy ingredients re­
ferred to in paragraph (a) of this section 
are: Cream, dried cream, plastic cream 
(sometimes known as concentrated milk 
(fat), butter, butter oil, milk, concen­
trated milk, evaporated milk, sweetened 
condensed milk, superheated condensed 
milk, dried milk, skim milk, concentrated 
skim milk, evaporated skim milk, con­
densed skim milk, superheated con­
densed skim milk, sweetened condensed 
skim milk, sweetened condensed part- 
skim milk, nonfat dry milk, sweet cream 
buttermilk, condensed sweet cream but­
termilk, dried sweet cream buttermilk, 
skim milk that has been concentrated 
and from which part of the lactose has 
been removed by crystallization, skim 
milk in concentrated or dried form 
which has been modified by treating the
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concentrated skim milk with calcium 
hydroxide and disodium phosphate, con­
centrated cheese whey, and dried cheese 
whey. Water may be added, or water 
may be evaporated from the mix.* The 
sweet cream buttermilk and the concen­
trated sweet cream buttermilk or dried 
sweet cream buttermilk, when adjusted 
with water to a total solids content of
8.5 percent, has a titratable acidity of not 
more than 0.17 percent, calculated as lac­
tic acid. The term “milk” as used in this 
section means cow’s milk. Any concen­
trated cheese whey and dried cheese whey 
used contribute not more than 25 percent 
by weight of the total nonfat milk solids 
content of the finished food. Dried 
cheese whey Is uniformly light in color, 
free from brown and black scorched par­
ticles, and has an alkalinity of ash, not 
more than 225 milliliters 0.1N HG1 per 
100 grams, a bacterial count of not more 
than 50,000 per gram, and, as adjusted 
with water to a total solids content of
6.5 percent, a titratable acidity of not 
more han 0.16 percent, calculated as 
lactic acid. Concentrated cheese whey 
has an alkalinity of ash, not more than 
115 milliliters O.IN HC1 per 100 grams, a 
bacterial count of not more than 50,000 
per gram, and, as adjusted with water to 
a  total solids content of 6.5 percent, a 
titratable acidity of not more than 0.18 
percent, calculated as lactic acid. The 
modified skim milk, when Adjusted with 
water to a total solids content of 9 per­
cent is substantially free of lactic ac*d 
as determined by titration with 0.1N 
NaOH and it has a pH value in the range 
of 8.0 to 8.3.

<d) The optional sweetening ingre­
dients referred to in paragraph (a) of 
this section are:

(1) Sugar (sucrose) or sugar sirup.
(2) Dextrose.
(3) Invert sugar (In paste or sirup 

form).
(4) Corn sirup, dried corn sirup, glu­

cose sirup, dried glucose sirup.
(5) Maple sirup, maple sugar.
(6) Honey.
(7) Brown sugar.
(8) Malt sirup, maltose sirup, malt 

6xtr&»c t;
(9) Dried malt sirup, dried maltose 

sirup, dried malt extract.
(10) Refiner’s sirup.
(11) Molasses (other than black­

strap).
(12) Lactose.
(13) Fructose N. F.
(e) The optional caseinates referred 

to in paragraph (a) of this section which 
may be added to ice cream mix contain­
ing not less than 20 percent total milk 
solids are: Casein prepared by precipita­
tion with gums, ammonium caseinate, 
calcium caseinate, potassium caseinate, 
and sodium caseinate. Caseinates may 
be added in liquid or dry form, but must 
be free of excess alkali.

(f) Other optional ingredients re­
ferred to In paragraph (a) of this section 
are:

(1) Liquid eggs, frozen eggs, dried 
eggs, egg yolks, frozen -egg yolks, and 
dried egg yolks. Any egg Ingredient used 
is added to the mix before it is pasteur­
ized. The total weight of egg yolk solids
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In the finished ice cream from one or a 
combination of two or more such In­
gredients is less than the minimum pre­
scribed for frozen custard by § 135.10 
<1.4 percent).

(2) Agar-agar, algin (sodium algi­
nate) , calcium sulfate, gelatin, gum 
acacia, guar seed gum, gum karaya, 
locust bean gum, oat gum, gum traga- 
canth, carrageenan, salts of carrageenan, 
furcelleran, salts of furcelleran, lecithin, 
psyllium seed husk, sodium carboxy- 
methylcellulose. The total weight of the 
solids of any such ingredient' used singly 
or of any combination of two or more 
such ingredients used (including any 
such ingredient and pectin added sepa­
rately to the fruit ingredient) - is not 
more than 0.5 percent of the weight of 
the finished ice cream. Such ingredients 
may be added in admixture with dextrin, 
propylene glycol, or glycerin.

(3) Monoglycerides or diglycerides or 
both of fat-forming fatty acids. The 
total weight of such ingredients is not 
more than 0.2 percent of the weight of 
the finished ice cream. If the prepara­
tion used is one having a high propor­
tion of monoglycerides (over 90 percent), 
It may be preblended with edible fat, but 
the amount of such fa t does not exceed 
20 percent by weight of the blend, and 
the total amount of the blend used does 
not exceed 0.2 percent of the weight of 
the finished ice cream.

(4) Polysorbate 65, polysorbate 80, or 
both (complying with the provisions of 
§ 172.838 and § 172.840 of this chapter 
Including the limit on either used sep­
arately or both used in combination of 
not more than 0.1 percent by weight of 
the finished frozen dessert).

(5) Propylene glycol alginate (comply­
ing with the provisions of- § 172.858 of 
this chapter including the limit of not 
more than 0.5 percent by weight of the 
finished frozen dessert).

(6) Microcrystalline cellulose, in a 
quantity not to exceed 1.5 percent by 
weight of the finished frozen dessert.

<7) When one or more of the optional 
thickening ingredients in paragraph
(f)(2) or (5) of this section are used, 
dioctyl sodium sulfosuccinate complying 
with the requirements of S 172.810 of 
this chapter may be used in a quantity 
not in excess of 0.5 percent by weight of 
such ingredients.

(8) (i) Sodium citrate, disodium phos­
phate, tetrasodium pyrophosphate, 
sodium hexametaphosphate, or any 
combination of two or more of these; 
but the total quantity of the solids of 
such ingredients (exclusive of any diso­
dium phosphate or sodium citrate pres­
ent in chocolate or cocoa, as permitted 
by paragraph (b) (3) of this section) is 
not more than 0.2 percent by weight of 
the finished ice cream.

(ii) Calcium oxide, magnesium oxide, 
calcium hydroxide, magnesium hydrox­
ide, calcium carbonate, magnesium car­
bonate, or any combination of two or 
more of these; but the total quantity of 
the solids of such ingredients is not more 
than 0.04 percent of the weight of the 
finished ice cream.

(g) (1) The name of the food is “ice 
cream”.

<2) <i) If the food contains no artificial 
flavor, the hame on the principal display 
panel or panels of the label shall be ac­
companied by the common or usual 
name of the characterizing flavor, e.g., 
“vanilla”, in letters not less than one- 
half the height of the letters used in the 
words “ice cream”.

(ii) If the food contains both a natural 
characterizing flavor and an artificial 
flavor simulating it, and if the natural 
flavor predominates, the name on the 
principal display panel or panels of the 
label shall be accompanied by the com­
mon name of the characterizing flavor, 
in letters not less than one-half the 
height of the letters used in the words 
“ice cream”, followed by the word “fla­
vored”, in letters not less than one-half 
of the height of the letters in the name 
of the characterizing flavor, e.g., "VA­
NILLA flavored”, or “PEACH flavored”, 
or "VANILLA flavored and STRAW­
BERRY flavored”.

(HR If the food contains both a natu­
ral characterizing flavor and an artifi­
cial flavor simulating it, and if the artifi­
cial flavor predominates, or if artificial 
flavor is used alone, the name on the 
principal display panel or panels of the 
label shall be accompanied by the com­
mon name of the characterizing flavor, 
in-letters not less than one-half the 
height of the letters used in the words 
“ice cream”, preceded by “artificial” or 
“artificially flavored”, in letters not less 
than one-half the height of the letters 
in the name of the characterizing flavor, 
e.g., “artificial VANILLA”, or “artifi­
cially flavored STRAWBERRY” or “arti­
ficially flavored VANILLA and artifi­
cially flavored STRAWBERRY”.

(3) (i) If the food is subject to the 
requirements of paragraph (g) (2) (ii) of 
this section or if it contains any arti­
ficial flavor not simulating the charac­
terizing flavor, the label shall also bear 
the words “artificial flavor added” or
“artific ia l___________ flavor added”,
the blank being filled with the common 
name of the flavor simulated by the arti­
ficial flavor in letters of the same size 
and prominence as the words that pre­
cede and follow it.

(ii) When the optional ingredient 
microcrystalline ‘ cellulose specified in 

. paragraph (f) (6) of this section is used, 
the label shall bear the statement 
“microcrystalline cellulose added” or 
“with microcrystalline cellulose”.

Oil) When two or more of the optional 
ingredients specified in paragraphs (b)
(2) and (f) (6) of this section are used, 
such words may be combined; for ex­
ample, “microcrystalline cellulose and 
artificial flavor added”.

(iv) Wherever the name of the char­
acterizing flavor appears on the label so 
conspicuously as to be easily semi under 
customary conditions of purchase, the 
words prescribed by this paragraph (g)
(3) shall immediately and co n sp icu ­
ously precede or follow such name, in a 
size reasonably related to the promi­
nence of the name of the characterizing 
flavor and in any event the size of the 
type is not less than 6-point on packages 
containing less than 1 pint, not less than 
8-point on packages containing at leas*
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1 pint but less than one-half gallon, not 
less than 10-point on packages contain­
ing at least one-half gallon but less than
1 gallon, and not less than 12-point on 
packages containing 1 gallon or over; 
Provided, however, That where the char­
acterizing flavor and a trade mark or 
brand are presented together, other 
written, printed, or graphic matter that 
is a part of or is associated with the 
trade mark or brand, may Intervene if 
the required words are in such relation­
ship with the trade mark or brand as to 
be clearly related to the characterizing 
flavor: And provided further, That if the 
finished product contains more than one 
flavor of ice cream subject to the re­
quirements of this paragraph (g)(3), 
the statements required by this para­
graph (g) (3) need appear only once in 
each statement of characterizing flavors 
present in such ice cream, e.g., “VA­
NILLA flavored, CHOCOLATE and 
STRAWBERRY flavored, artificial fla­
vors added”.

(4) If the food contains both a nat­
ural characterizing flavor and an arti­
ficial flavor simulating the characteriz­
ing flavor, any reference to the natural 
characterizing flavor shall, except as 
otherwise authorized by this paragraph
(g), be accompanied by a reference to the 
artificial flavor, displayed with substan­
tially equal prominence, e.g., “straw­
berry and artificial strawberry flavor”.

(5) An artificial flavor simulating the 
characterizing flavor shall be deemed to 
predominate:

(i) In  the case of vanilla beans or 
vanilla extract used in combination with 
vanillin if the amount "of vanillin used 
is greater than 1 ounce per unit of va­
nilla constituent, as that term is de­
fined in § 169.3(c) of this chapter.

(ii) In  the case of fruit or fruit juice 
used in combination with artificial fruit 
flavor, if the quantity of the fruit or fruit 
juice used is such that, in relation to the 
weight of the finished ice cream, the 
weight of the ffuit or fruit juice, as the 
case may be (including water necessary 
to reconstitute partially or wholly dried 
fruits or fruit juices to their original 
moisture content), is less than 2 percent 
in the case of citrus ice cream, 6 percent 
in the case of berry or cherry ice cream, 
and 10 percent in the case of ice cream 
prepared with other fruits. ;

(iii) In the case of nut meats used in 
combination with artificial nut flavor, 
if the quantity of nut meats used in such 
that, in relation to the finished ice cream, 
the weight of the nut meats is less than
2 percent.

(iv) In  the case of two or more fruits 
or fruit juices, or nut meats, or both, used 
in combination with artificial flavors 
simulating the natural flavors and dis­
persed throughout the food, if the quan­
tity of any fruit or fruit juice or nut 
meat is less than one-half the applicable 
percentage specified in paragraph (g) (5)
(ii) or (iii) of this section. For example, 
if a combination ice cream contains less 
than 5 percent of bananas and less than 
1 percent of almonds it would be “Arti­
ficially flavored banana-almond Ice 
cream”. However, If it contains more

than 5 percent of bananas and more 
than 1 percent of almonds it would be 
“Banana-almond flavored ice cream”.

(6) If two or more flavors of ice cream 
are distinctively combined in one pack­
age, e.g., “Neapolitan” ice cream, the ap­
plicable provisions of this paragraph
(g) shall govern each flavor of ice cream 
comprising the combination.
§ 135.40 Ice milk.

Ice milk is the food prepared from the 
same ingredients and in the same man­
ner prescribed in $ 135.30 for ice cream 
and complies with all the provisions of 
§ 135.30 (including the requirements for 
label statement of optional ingredients), 
except that:

(a) Its content of milk fat is more 
than 2 percent but not more than 7 
percent.

(b) Its content of total milk solids Is 
not less than 11 percent.

(c) Caseinates may be added when 
the content of total milk solids is not less 
than 11 percent.

(d) The provision for reduction in 
milk fa t and total milk solids from the 
addition of bulky ingredients in § 135.30
(a) does not apply.

(e) The quantity of food solids per 
gallon is not less than 1.3 pounds; except 
that when the optional ingredient micro­
crystalline cellulose specified in § 135.30
(f) (6) is used the quantity of food solids 
per gallon is not less than 1.3 pounds, 
exclusive of the weight of the microcrys­
talline cellulose.

(f) When any artificial coloring is 
used in ice milk, directly or as a com­
ponent of any other ingredient, the label 
shall bear the statement “artificially 
colored”, “artificial coloring added”, 
“with added artificial color”, or
“----------------- an artificial color added”,
the blank being filled in with the com­
mon or usual name of the artificial 
color; or in lieu thereof, in case the arti­
ficial color is a component of an­
other ingredient, “________ artificially
colored”.

(g) The name of the food is “ice milk”.
(h) If both artificial color and arti­

ficial flavoring are used, the label state­
ments may be combined.
§ 135.50 Mellorine.

(a) Description. (1) Mellorine is a 
food produced by freezing, while stirring, 
a pasteurized mix consisting of safe and 
suitable ingredients including, but not 
limited to, milk-derived nonfat solids 
and animal or vegetable fat, or both, only 
part of which may be milkfat. Mellorine 
is sweetened with nutritive carbohydrate 
sweetener and is characterized by the 
addition of flavoring Ingredients.

(2) Mellorine contains not less than
1.6 pounds of total solids to the gallon, 
and weighs not less than 4.5 pounds to 
the gallon. Mellorine contains hot less 
than 6 percent fat and 2.7 percent pro­
tein by weight of the food, exclusive of 
the weight of any bulky flavoring ingre­
dients used. In no case shall the fa t 
content of the finished food be less than 
4.8 percent or the protein content be 
less than 2.2 percent. The-# protein to

meet the minimum protein requirements 
shall be provided by milk solids not fat 
and/or other milk-derived ingredients, 
and shall have a protein efficiency ratio 
(PER) not less than that of whole milk 
protein (120 percent of casein as deter­
mined by the method prescribed in para­
graph (d) (3) of this section).

(3) When calculating the minimum 
amount of milkfat and protein required 
in the finished food, the solids of choco­
late or cocoa used shall be considered a 
bulky flavoring ingredient. In order to 
make allowance for additional sweeten­
ing ingredients needed when certain 
bulky ingredients are used, the weight 
of chocolate or cocoa solids used may be 
multiplied by 2.5; the weight of fruit 
or nuts used may be multiplied by 1.4; 
and the weight of partially or wholly 
dried fruits or fruit juices may be multi­
plied by appropriate factors to obtain 
the original weights before drying and 
this weight may be multiplied by 1.4.

(b) Fortification. Vitamin A is present 
in a quantity which will ensure that 40 
international units (IU) are available 
for each gram of fat in mellorine, within 
limits of good manufacturing practice.

(c) Definitions. For the purposes of 
this section a pasteurized mix is one 
every particle of which has been heated 
in properly operated equipment to one of 
the temperatures specified in the table 
of this paragraph and held continuously 
a t or above that temperature for the 
specified time (or other time/tempera­
ture relationship which has been dem­
onstrated to be equivalent thereto in 
microbial destruction):
Temperature: Time

155° F_,_----------- ----30 minutes
175* F—---- 1-------- :   25 seconds

(d) Methods of analysis. Fat and pro­
tein content, and the PER shall be de­
termined by the methods contained in 
the “Official Methods of Analysis of the 
Association of Official Analytical Chem­
ists," 11th ed., 1970.*

(1) Fat content shall be determined 
by the method: “Fat, Roese-Gottlieb 
Method—Official Final Action,” section 
16.228.

(2) Protein content shall be deter­
mined by one of the following methods: 
“Nitrogen—Official Final Action,” Kjel- 
dahl Method, section 16.226, or Dye 
Binding Method, section 16.227.

(3) PER shall be determined by the 
method: “Biological Evaluation of Pro­
tein Quality—Official Final Action” sec­
tions 39.166-39.170.

(e) Nomenclature. The name of the 
food is “mellorine”. The name of the 
food on the label shall be accompanied 
by a declaration indicating the presence 
of characterizing flavoring in the same 
manner as is specified in § 135.30(g).

(f) Label declaration. The common or 
usual name of each of the ingredients 
used shall be declared on the label as re­
quired by the applicable sections of Part 
101 of this chapter, except that sources of 
milkfat or milk solids not fa t may be 
declared, in descending order of predom­
inance, either by the use of all the terms 
“water, milkfat, and nonfat milk solids”,
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or alternatively as permitted in § 101.4 of 
this chapter.

Note: § 135.50 (formerly § 20.8) was stayed 
In its entirety at 40 FR 59725. Dec. 30, 1975.
§ 135.65 Nonfruit sherbets.

(a) Nonfruit sherbets are the foods 
each of which is prepared by freezing, 
while stirring, a mix composed of one 
or more of the optional characterizing 
ingredients specified in paragraph (b) of 
this section and one or more of the op­
tional dairy ingredients specified in para­
graph (c) of this section, sweetened with 
one or more of the optional sweetening 
ingredients specified in paragraph (d) of 
this section. One or more of the optional 
ingredients specified in paragraph (e) of 
this section may be used, subject to the 
conditions hereinafter set forth. The mix 
of combined dairy ingredients, with or 
without other ingredients, is pasteurized. 
The mix, with or without added water, 
may be seasoned with salt and may be 
homogenized. The optional dairy ingre­
dients used and the content of milk fat 
and nonfat milk solids therein are such 
that the weight of milk fat is not less 
than 1 percent and not more than 2 per­
cent and the weight of total milk solids 
is not less than 2 percent and not more 
than 5 percent of the weight of the fin­
ished nonfruit sherbets. The optional 
caseinates specified in paragraph (e) (7) 
of this section are not deemed to be milk 
solids. The finished nonfruit sherbet 
weighs not less than 6 pounds to the gal­
lon; except that when the optional in­
gredient microcrystalline cellulose speci­
fied in paragraph (e) (0) of this section 
is used, the finished nonfruit sherbet 
weighs not less than 6 pounds to the gal­
lon, exclusive of the weight of the micro­
crystalline cellulose.

(b> The optional characterizing in­
gredients referred to in paragraph (a) 
of this section are:

(1) Ground spice or infusion of coffee 
or tea.

(2) Chocolate or cocoa, including 
sirup.

(3) Confectionery.
(4) Distilled alcoholic beverage, includ­

ing liqueurs or wine, in an amount not 
to exceed that required for flavoring the 
sherbet.

(5) Any natural or artificial food 
flavoring (except any having a character­
istic fruit or fruitlike flavor).

(c) The optional dairy ingredients 
referred to in paragraph (a) of this sec­
tion are: Cream, dried cream, plastic 
cream (sometimes known as con­
centrated milk fat), butter, butter oil, 
milk, concentrated milk, evaporated 
milk, superheated condensed milk, 
sweetened condensed milk, dried milk, 
skim milk, concentrated skim milk, evap­
orated skim milk, condensed skim milk, 
superheated condensed skim milk, 
sweetened condensed skim milk, sweet­
ened condensed part-skim milk, nonfat 
dry milk, sweet cream buttermilk, con­
densed sweet cream buttermilk, dried 
sweet cream buttermilk, skim milk that 
has been concentrated and from which 
part of the lactose has been removed by 
crystallization, concentrated cheese

whey, and dried cheese whey. Water may 
be added or water may be evaporated 
from the mix. The sweet cream butter­
milk and the concentrated sweet cream 
buttermilk or dried sweet cream butter­
milk, when adjusted with water to a total 
solids content of 8.5 percent, has a titrat- 
able acidity of not more than 0.17 percent 
calculated as lactic acid. The term “milk” 
as used in this section means cow’s milk. 
Dried cheese whey is uniformly light in 
color, free from brown and black 
scorched particles, and has an alkalinity 
of ash not more than 225 milliliters 0.1N 
HC1 per 100 grams, a bacterial count 
of not more than 50,000 per gram, and, 
as adjusted with water to a total solids 
content of 6.5 percent, a titratable acid­
ity of not more than 0.16 percent cal­
culated as lactic acid. Concentrated 
cheese whey has an alkalinity of &sh not 
more than 115 milliliters of O.IN HC1 per 
100 grams, a bacterial count of not more 
than 50,000 per gram, and, as adjusted 
with water to a total solids content of 6.5 
percent, a titratable acidity of not more 
than 0.18 percent calculated as lactic 
acid.

(d) The optional sweetening ingredi­
ents referred to in paragraph (a) of this 
section are: Sugar (sucrose), dextrose, 
invert sugar (paste or sirup), glucose 
sirup, dried glucose sirup, com sirup, 
dried com simp, malt simp, malt extract, 
dried malt sirup, dried malt extract, 
maltose simp, dried maltose sirup.

(e) Other optional ingredients re­
ferred to in paragraph (a) of this section 
are:

(1) Liquid eggs, frozen eggs, dried 
eggs, egg yolks, frozen yolks, dried yolks; 
but the weight of egg yolk solids there­
in 1st less than 0.5 percent of the weight 
of the finished nonfruit ¡sherbet.

(2) Agar-agar, algin (sodium algi­
nate) , calcium sulfate, egg white, gelatin, 
gum acacia, guar seed gum, gum karaya, 
locust bean gum, oat gum, gum trag- 
acanth, hydroxypropyl methylcellulose, 
carrageenan, salts of carrageenan, fur- 
celleran, salts of furcelleran, lecithin, 
pectin, psyllium seed husk, sodium car- 
boxymethylcellulose. The total weight of 
the solids of any such ingredient used 
singly or of any combination of two or 
more such ingredients used is not more 
than 0.5 percent of the weight of the 
finished, nonfruit sherbet. Such In­
gredients may be added in admixture 
with dextrin, propylene glycol, or 
glycerin.

(3) Monoglycerides or diglycerides or 
both of fat-forming fatty acids. The 
total weight of such ingredients is not 
more than 0.2 percent of the weight of the 
finished nonfmit sherbet. If the prepara­
tion used is one having a high propor­
tion of monoglycerides (over 90 percent), 
it may be preblended with edible fat, but 
the amount of such fat does not exceed 
20 percent by weight of the blend and the 
total amount of the blend used does not 
exceed 0.2 percent of the weight of the 
finished nonfmit sherbet.

(4) Polysorbate 65, polysorbate 80, or 
both, (complying with the provisions of 
§§ 172.838 and 172.840 of this chapter 
including the limit on either used sepa­

rately or both used in combination of not 
more than 0.1 percent by weight of the 
finished frozen dessert).

(5) Propylene glycol alginate (com­
plying with the provisions of § 172.858 
of this, chapter including the limit of not 
more than 0.5 percent by weight of the 
finished frozen dessert).

(6) Citric acid, tartaric acid, malic 
acid, lactic acid, ascorbic acid, phos­
phoric acid, or any combination of two 
or more of these in such quantity as 
seasons the finished food.

(7) Casein prepared by precipitation 
with gums, ammonium caseinate, calcium 
caseinate, potassium caseinate, sodium 
caseinate.

(8) Coloring, including artificial 
coloring.

(9X Microcrystalline cellulose, in a 
quantity not to exceed 0.5 percent of the 
weight of the finished nonfruit sherbet.

(10) When one or more of the optional 
thickening ingredients in paragraph (e) 
(2) or (5) of this section are used, 
dioctyl sodium sulfosuccinate complying 
with the requirements of § 172.810 of this 
chapter may be used in a quantity not in 
excess of 0.5 percent by weight of such 
ingredients.

(f) Except as provided for in para­
graph (g) of this section, the name of 
each such nonfmit sherbet is
____ sherbet”, the blank being filled in
with the common or usual name or names 
of the characterizing flavor or flavors; for 
example, “peppermint”.

(g) If the characterizing flavor used 
is vanilla, the name of the food is
“________ _sherbet”, the blank being
filled in as specified by § 135.30(g) (2) 
and (5) (i).

(h) When the optional ingredients 
artificial flavoring, artificial coloring, or 
microcrystalline cellulose are used in 
nonfmit sherbet, they shall be named 
on the label as follows:

(1) If the flavoring ingredient or in­
gredients consists exclusively of artificial 
flavoring, the label designation shall be 
“artificially flavored”.

(2) If the flavoring ingredients are a 
combination of natural and artificial 
flavors, the label designation shall be 
“artificial and natural flavoring added”.

(3) The label shall designate artificial 
coloring by the statement “artificially 
colored”, “artificial coloring added”, 
“with added artificial coloring”, or

________ , an artificial color added”,
the blank being filled in with the name 
of the artificial coloring used.

(4) When the optional ingredient mi- 
crocrystaihne cellulose is used, the label 
shall bear the statement “microcrystal­
line cellulose added” or “with added 
microcrystaUine cellulose”.

(i) Wherever there appears on the 
label any representation as to the char­
acterizing flavor or flavors of the food 
and such flavor or flavors consist in 
whole or in part of artificial flavoring, 
the statement required by paragraph (h)
(1) or (2) of this section, as appropriate, 
shall immediately and conspicuously pre­
cede or follow such representation, with­
out intervening written, printed, or 
graphic matter (except that the word
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“sherbet” may Intervene) In a size rea­
sonably related to the prominence of the 
name of the characterizing flavor and in 
any event the size of the type is not less 
than 6-point on packages containing less 
than ~ 1 pint, not less than 8-point on 
packages containing at least 1 pint but 
less than one-half gallon, not less than 
10-point on packages containing at least 
one-half gallon but less than 1 gallon, 
and not less than 12-point on packages 
containing 1 gallon or over.

(j) Except as specified in paragraph
(i) of this section, the statements re­
quired by paragraph (h) of this section 
shall be set forth on the principal display 
panel or panels of the label with_such 
prominence and conspicuousness as to 
render them likely to be read and under­
stood by the ordinary individual under 
customary conditions of purchase and 
use.
§ 135.70 Nonfruit water ices.

(a) Nonfruit water ices are the foods 
each of which is prepared by freezing, 
while stirring, a mix composed of one or 
more of the optional characterizing in­
gredients specified in paragraph (b) of 
this section, sweetened with one or more 
of the optional sweetening ingredients 
specified in paragraph (c) of this sec­
tion. One or more of the optional in­
gredients specified in paragraph (d) of 
this section may be used, subject to the 
conditions hereinafter set forth. The 
mix, with or without added water, may 
be seasoned with salt and may be homog­
enized. The finished nonfruit water ice 
weighs not less than 6 pounds to the 
gallon.

(b) The optional characterizing in­
gredients referred to in paragraph (a) of 
this section are;

(1) Ground spice or infusion of coffee 
or tea.

(2) Chocolate or cocoa, including 
sirup.

(3) Confectionery.
(4) Distilled alcoholic beverage, in­

cluding liqueurs or wine, in an amount 
not to exceed that required for flavoring 
the water ice.

(5) Any natural or artificial food fla­
voring (except any having a character­
istic fruit or fruit-like flavor).

(c) The optional sweetening ingredi­
ents referred to in paragraph (a) of this 
section are: Sugar (sucrose), dextrose, 
Invert sugar (paste or sirup), glucose 
sirup, dried glucose sirup, corn sirup, 
dried com sirup, malt sirup, malt ex­
tract, dried malt sirup, dried malt ex­
tract, maltose sirup, dried maltose sirup.

(d) Other optional ingredients re­
ferred to in paragraph (a) of this sec­
tion are:

(1) (i) Agar-agar, algin (sodium al­
ginate), egg white, gelatin, gum acacia, 
guar seed gum, gum karaya, locust bean 
gum, oat gum, gum tragacanth, hydrox- 
ypropyl methylcellulose, carrageenan, 
salts of carrageenan, furcelleran, salts.of 
furcelleran, propylene glycol alginate, 
pectin, psyllium seed husk, sodium car- 
boxymethylcellulose. The total weight of 
the solids of any such ingredient used 
singly, or of any combination of two or 
more such ingredients used, is not more

than 0.5 percent of the weight of the fin­
ished. nonfruit water ice. Such ingre­
dients may be added in admixture with 
dextrin, propylene glycol, or glycerin.

(ii) When one or more of the optional 
. thickening ingredients in paragraph (d)
(1) (i) of this section are used, dioctyl 
sodium sulfosuccinate complying with 
the requirements of § 172.810 of this 
chapter may be used in a quantity not 
in excess of 0.5 percent by weight of such 
ingredients.

(2) Citric acid, tartaric acid, malic 
acid, lactic acid, ascorbic acid, phos­
phoric acid, or any combination of two 
or more of these in such quantity as sea­
sons the finished food.

(3) Coloring, including artificial col­
oring.

(e) Except as provided for in para­
graph (f) of this section, the name of
each such nonfruit water ice is “_____
_____ ice”, the blank being filled in with
the common or usual name or names of 
the characterizing flavor or flavors; for 
example, “peppermint”.

(f) If the characterizing flavor used is
vanilla, the name of the food is “_____
--------ice”, the blank being filled in as
specified by § 135.30(g) (2) and (5) (i).

(g) When the optional ingredients 
artificial flavoring or artificial coloring 
are used in nonfruit water ice, they shall 
be named on the label as follows:

(1) If the flavoring ingredient or in­
gredients consist exclusively of artificial 
flavoring, the label designation shall be 
“artificially flavored”.

(2) If the flavoring ingredients used 
are a combination of natural and arti­
ficial flavors, the label designation shall 
be “artificial and natural flavoring 
added”.

(3) The label shall designate arti­
ficial coloring by the statement “arti­
ficially colored”, “artificial coloring 
added”, “with added artificial coloring”,
or “----------------- an artificial color
added”, the blank being filled in with the 
name of the artificial coloring used.

(h) Wherever there appears on the 
label any representation as to the char­
acterizing flavor or flavors of the food 
and such flavor or flavors consist in 
whole or in part of artificial flavoring, 
the statement required by paragraph
(g) (1) or (2) of this section, as appro­
priate, shall immediately and conspicu­
ously precede or follow such representa­
tion, without intervening written, 
printed, or graphic matter (except that 
the word “ice” may intervene) in a size 
reasonably related to the prominence of 
the name of the characterizing flavor 
and in any event the size of the type is 
not less tham 6-point on packages con­
taining less than 1 pint, not less than 
8-point on packages containing a t least 
1 pint but less than one-half gallon, not 
less than 10-point on packages contain­
ing a t least one-half gallon but less than 
1 gallon, and not less than 12-point on 
packages containing 1 gallon or over.

(i) Except as specified in paragraph
(h) of this section, the statements re­
quired by paragraph (g) of this section 
shall be set forth on the principal display 
panel or panels or the label with such

prominence and conspicuousness as to 
render them likely to be read and under­
stood by the ordinary individual under 
customary conditions of purchase and 
use.
§ 135.90 Water ices.

(a) Water ices are the foods each of 
which is prepared by freezing, while stir­
ring, a mix composed of one or more of 
the optional characterizing fruit ingredi­
ents specified in paragraph (b) of this 
section, sweetened with one or more of 
the optional sweetening ingredients 
specified in paragraph (c) of this sec­
tion. One or more of the optional in­
gredients specified in paragraph (d) of 
this section may be used, subject to the 
conditions hereinafter set forth. The 
titratable acidity of the finished water 
ice, calculated as' lactic acid, is not less 
than 0.35 percent. The mix, with or 
without added water, may be seasoned 
with salt, and may be homogenized. The 
finished water ice weighs not less than 
6 pounds to the gallon.

(b) The optional fruit ingredients re­
ferred to in paragraph (a) of this sec­
tion are any mature fruit or the juice of 
any mature fruit. The fruit or fruit juice 
used may be fresh, frozen, canned, con­
centrated, or partially or wholly dried. 
The fruit may be thickened with pectin 
or other of the optional ingredients 
named in paragraph (d) (1) of this sec­
tion subject to the restriction on the total 
quantity of such substances in water ices 
prescribed in that paragraph. The fruit 
is prepared by the removal of pits, seeds, 
skins, and cores where such removal is 
usual in preparing that kind of fruit for 
consumption as fresh fruit. The fruit 
may be screened, crushed, or otherwise 
comminuted. It may be acidulated with 
citric acid, ascorbic acid, or phosphoric 
acid. In the case of fruit or fruit 
juices from which part of the water 
is removed, substances contributing 
flavor volatilized during water removal 
may be condensed and reincorporated 
in the concentrated fruit or fruit juice. 
In the case of citrus fruits, the whole 
fruit, including the peel but excluding 
the seeds, may be used, and in the 
case of citrus juice or concentrated 
citrus juices, cold-pressed citrus oil may 
be added thereto in an amount not ex­
ceeding that which would have been ob­
tained if the whole fruit had been used. 
The quantity of fruit ingredients used 
is such that in relation to the weight of 
the finished water ice, the weight of fruit 
or fruit juice as the case may be (in­
cluding water necessary to reconstitute 
partially or wholly dried fruits or frUit 
juices to their original moisture content) 
is not less than 2 percent in the case of 
citrus ices, 6 percent in the case of berry 
ices, and 10 percent in the case of ices 
prepared with other fruits.

(c) The optional sweetening ingredi­
ents referred to in paragraph (a) of this 
section are: Sugar (sucrose), dextrose, 
invert sugar (paste or sirup), glucose 
sirup, dried glucose sirup,- com sirup, 
dried' com sirup, malt sirup, malt ex­
tract, dried malt sirup, dried malt ex­
tract, maltose sirup, dried maltose sirup.
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(d) Other optional ingredients re­

ferred to in paragraph (a) of this section 
are:

(1) (i) Agar-agar, algin, (sodium algi­
nate), egg white, gelatin, gum acacia, 
guar seed gum, gum karaya, locust bean 
gum, oat gum, gum tragacanth, hy- 
droxypropyl methylcellulose, carragee­
nan, salts of carrageenan, furcelleran, 
salts of furcelleran, propylene glycol 
alginate, pectin, psyllium seed husk, 
sodium carboxymethylcellulose. The 
total weight of the solids of any such 
ingredient used singly, or of any com­
bination of two or more such ingredients 
used • (including any such ingredient 
added separately to the fruit ingredient), 
is not more than 0.5 percent of the 
weight of the finished water ice. Such 
ingredients may be added in admix­
ture with dextrin, propylene glycol, or 
glycerin.

(ii) When one or more of the optional 
thickening ingredients in paragraph (d)
(1) (i) of this section are used, dioctyl 
sodium sulfosuccinate complying with 
the requirements of § 172.810 of this 
chapter may be used in a quantity not 
in excess of 0.5 percent by weight of such 
ingredients.

(2) Citric acid, tartaric acid, malic 
acid, lactic acid, ascorbic acid, phos­
phoric acid, or any combination of two 
or more of these in such quantity as 
seasons the finished food.

(3) Any natural flavoring.
(4) Any artificial flavoring.
(5) Coloring, including artificial col­

oring.
(e) The name of each such water ice

is “__________ ice”, the blank being
filled in with the common name of the 
fruit or fruits from which the fruit in­
gredient used is obtained. When the 
names of two or more fruits are included, 
such names shall appear in the order of 
predominance, if any, by weight of the 
respective fruit ingredients used.

(f) When the optional ingredients ar­
tificial coloring and artificial flavoring 
are used in water ices they shall be 
named on the labels as follows:

(1) The label shall designate arti­
ficial coloring by the statement “arti­
ficially colored”, "artificial coloring 
added”, “with added artificial coloring”,
or “___ ____ , an artificial color-added”,
the blank being filled in with the name 
of the artificial coloring used.

(2) The label shall designate artificial 
flavoring by the statement “artificially 
flavored”, “artificial flavoring added”, 
“with added artificial flavoring”, or
“___ '___ an artificial flavor added”,
the blank being filled in with the name 
of the the artificial flavoring used.
Label statements may be combined, as 
for example, “flavoring and artificial col­
oring added”.

(g) Where one or more of the optional 
ingredients artificial coloring or -artifi­
cial flavoring are used and there appears 
on the labeling any representation as to 
the fruit or fruits ih the ice, such repre­
sentation shall be/lmmediately and con­
spicuously accompanied by appropriate 
label statements as prescribed In para-

/
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graph (f) of this section, showing the 
optional ingredients used.

(h) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the statements set out 
in this section showing the optional in­
gredients used shall immediately and 
conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter.

PART 136— BAKERY PRODUCTS
Subpart A— General Provisions

Sec.
136.3 Definitions.

Subpart B— Requirements for Specific 
Standardized Bakery Products

136.110 Bread, rolls, and buns.
136.115 Enriched bread, rolls, and buns. 
136.130 Milk bread, rolls, and buns.
136.160 Raisin bread, rolls, and buns. 
136.165 Enriched raisin bread, rolls, and 

buns.
136.180 Whole wheat bread, rolls, and buns.

Authority: Secs. 401, 701(e), 52 Stat. 1046 
as amended, 70 Stat. 919 as amended (21 
TJ.S.C. 341, 371(e)).

Subpart A— General Provisions 
§ 136.3 Definitions.

For purposes of this part, the follow­
ing definitions apply:

(a) The word “bread” when used in 
the name of the food means the unit 
weighs one-half pound or more after 
cooling.

(b) The words “rolls” and “buns” when 
used in the name of the food mean the 
unit weighs less than one-half pound 
after cooling.

Subpart B— Requirements for Specific 
Standardized Bakery Products

§ 1 3 6 .1 1 0  Bread, rolls, and buns.
(a) Bread, white bread, and rolls, 

white rolls, or buns, and white buns are 
the foods produced by baking mixed 
yeast-leavened dough prepared from one 
or more of the farinaceous ingredients 
listed in paragraph (c) (1) of this sec­
tion and one or more ef the moistening 
ingredients listed in paragraph (c) (2),
(6), (7), and (8) of this section and one 
or more of the leavening agents provided 
for by paragraph (c) (3) of this section. 
The food may contain additional ingre­
dients as provided for by paragraph .(c) 
of this section. Each of the finished foods 
contains not less than 62 percent total 
solids as determined by the method pre­
scribed in paragraph (d) of this section.

(b) All ingredients from which the 
food is fabricated shall be safe and suit­
able.

(c) The following optional ingredi­
ents are provided for:

(1) Flour, bromated flour, phosphated 
flour, or a combination of two or more 
of these. The potassium bromate in any 
bromated flour used and the monocal­
cium phosphate in any phosphated flour 
used are deemed to be additional optional 
ingredients in the bread, rolls, or buns. 
All ingredients in any flour, bromated 
flour, or phosphated flour used are

deemed to be optional ingredients of the 
bread, rolls, or buns prepared therefrom.

(2) Water.
(3) Yeast—any type which produces 

the necessary leavening effect.
(4) Salt.
(5) Shortening, in which or in con­

junction with which may be used one or 
any combination of two or more of the 
following:

(i) Lecithin, hydroxylated lecithin 
complying with the provisions of Part 
172 of this chapter, either of which may 
include related phosphatides derived 
from the com oil or soybean oil from 
which such ingredients were obtained.

(ii) Mono- and diglycerides of fat­
forming fatty acids, diacetyl tartaric acid 
esters of mono- and diglycerides of fat­
forming fatty acids, propylene glycol 
mono- and diesters of fat-forming fatty 
acids complying with the provisions of 
Part 172 of this chapter, or a combina­
tion of two or more of these. The total 
quantity of these ingredients whether 
used alone or in combination does not 
exceed 0.5 part for each 100 parts by 
weight of flour used.

(6) Milk and/or other dairy products 
in such quantity and composition as not 
to meet the requirements for milk and/ 
or other dairy products prescribed for 
milk bread by § 136.130. Whenever non­
fat milk solids in any form are used, car­
rageenan or salts of carrageenan com­
plying with the provisions of Part 172 of 
this chapter may be used in a quantity 
not in excess of 0.8 percent by weight of 
such nonfat milk solids.

(7) Egg products.
(8) Nutritive carbohydrate sweeteners.
(9) Enzyme active preparations.
(10) Lactic-acid-producing bacteria.
(11) Nonwheat flours, nonwheat meals, 

nonwheat grits, wheat and nonwheat 
starches, any of which may be wholly or 
in part dextrinized, dextrinized wheat 
flour, or any combination of 2 or more of 
these, if the total quantity is not more 
than 3 parts for each 100 parts by weight 
of flour used.

(12) Ground dehulled soybeans which 
may be heat-treated, and from which 
oil may be removed, but which retain 
enzymatic activity, if the quantity is not 
more than 0.5 part for each 100 parts by 
weight of flour used.

(13) Yeast nutrients and calcium salts, 
if the total quantity of such ingredients, 
with the exception of monocalcium phos­
phate and calcium propionate, is not 
more than 0.25 part for each 100 parts 
by weight of flour used. The quantity of 
monocalcium phosphate, including any 
quantity in the flour used, is not more 
than 0.75 part for each 100 parts by 
weight of flour used. Any calcium pro­
pionate used as a preservative in bread, 
rolls, or buns is not subject to the limi­
tation prescribed in this paragraph.

(14) (i) Potassium bromate, calcium 
bromate, potassium iodate, calcium io- 
date, calcium peroxide, or any combina­
tion of 2 or more of these if the total 
quantity, including the potassium bro­
mate in any bromated flour used, is not 
more than 0.0075 part for each 100 parts 
by weight of flour used.
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(ii) Azodicarbonamide, if the total 
quantity, including any quantity in the 
flour used, is not more than 0.0045 part 
for each 100 parts by weight of flour used.

(15) Dough strengtheners and other 
dough conditioners not specifically listed 
in this paragraph, if the total quantities 
of such ingredients or combination is 
not more than 0.5 part for each 100 parts 
by weight of flour used.

(16) Spices, spice oil, and spice extract 
which do not impart a color simulating 
that of egg to the finished food.

(17) Coloring may not be added as 
such or as part of another ingredient 
except that which may be present in but­
ter if the intensity of the butter color 
does not exceed “medium high” (MH) 
when viewed under diffused light (7400 
Kelvin) against the Munsell Butter Color 
Comparator. The MH designation cor­
responds to the Munsell renotation of 
3.8Y 7.9/7.6.

(18) Other ingredients that do not 
change the basic identity or adversely 
affect the physical and nutritional char­
acteristics of the bread.

(d) Total solids are determined by the 
method prescribed in “Official Methods 
of Analysis of the Association of Official 
Analytical Chemists,” 12th Ed. 1975, sec. 
14.083(a),2 except that if the baked unit 
weighs 1 pound or more, one entire unit 
is used for the determination; if the 
baked unit weighs less than 1 pound, 
enough units to weigh 1 pound or more 
are used.

(e) (1) The name of the food is 
“bread”, “white bread”, “rolls”, “white 
rolls’*, “buns”, “white buns”, as applica­
ble. When the food contains not less than 
2.56 percent by weight of whole egg 
solids, the name of the food may be “egg 
bread”, “egg rolls”, or “egg buns”, as ap­
plicable, accompanied by the statement
“Contains___ medium-sized egg(s) per
pound” in the manner prescribed by 
§ 102.5(c)(3) of this chapter, the blank 
to be filled in with the number which 
represents the whole egg content of the 
food expressed to the nearest one-fifth 
egg but not greater than the amount 
actually present. For the purpose of this 
regulation, whole egg solids are the edible 
contents of eggs calculated on a 
moisture-free basis and exclusive of any 
nonegg solids which may be present in 
standardized and other commercial egg 
products. One medium-sized egg is equiv­
alent to 0.41 ounce of whole egg solids.

(2) When the label bears any repre­
sentation, other than in the ingredient 
listing, of the presence of egg in the food, 
e.g., the word egg or any phonetic equiv­
alent spelling of thé word egg, or a pic­
ture of an egg, the food shall contain not 
less than 2.56 percent of whole egg solids.

(f) All ingredients used in the food 
shall be declared on the label as re­
quired by the applicable sections of Part 
101 of this chapter.

N o t e .—The confirmation of effective date 
for § 136.110 (formerly § 17.10) published in  
the F e d e r a l  R e g i s t e r  of October 15, 1976 (41 
FR 45540) stated th at the following provi­
sions are stayed pending fu ll review of the  
objections and requests.for hearing: r

a. Paragraph (c) (5) (i) as it pertains to 
egg bread, egg rolls, and egg buns.
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b. Paragraph (c ) (5 ) ( i i ) : Pending resolu­

tio n  of the issue, the requirem ents of §136.- 
110(a) (1 ) ( i i )  of the superseded standard w ill 
apply. T h a t  standard reads as fo llow s:

(ii) Mono- and diglycerides of fat-forming 
fatty acids, diacetyl tartaric acid esters of 
mono- and diglycerides of fat-forming fatty 
acids, propylene glycol mono- and diesters of 
fat-forming fatty acids complying with the 
provisions of § 172.856 (formerly § 121.1113) 
of this chapter, or a combination of two or 
more of these. The total weight of these in­
gredients used does not exceed 20 percent by 
weight of the combination of such ingredi­
ents and the shortening, and the total 
amount of monoglyceride, diacetyl tartaric 
acid ester of monoglyceride, and propylene 
glycol monoester does not exceed 8 percent 
'by weight of the combination; but if purified 
or concentrated monoglyceride alone is used, 
the amount does not exceed 10 percent by 
weight of the combination.
• c. Paragraph (c) (16) as it pertains to the 
use of spices, spice oil, or spice extract that 
imparts a color simulating that of egg to a 
standardized bakery product not represented 
on the label as containing egg or egg product 
and not purporting to contain egg or egg 
product.

d. Paragraph (c) (17), to include that por­
tion that reads “except that which may be 
present in butter if the intensity of the but­
ter color does not exceed ‘medium high’ (MH) 
when viewed under diffused light (7400 Kel­
vin) against the Munsell Butter Color Com­
parator. The MH designation corresponds to 
the Munsell re-notation of 3.8Y 7.9/7.6.” 
Pending resolution of the issue, coloring may 
not be added as such or as part of another 
ingredient.

e. Paragraph (e) as it pertains to the use 
of the word “egg” in the name of the food.
§ 136.115 Enriched bread, rolls, and 

buns.
(a) Each of the foods enriched bread, 

enriched rolls, and enriched buns con­
forms to the definition and standard of 
identity and is subject to the require­
ments for label statement of ingredients 
prescribed for bread, rolls or buns by 
§ 136.110, except that:

(1) Each such food contains in each 
pound 1.8 milligrams of thiamine, 1.1 
milligrams of riboflavin, 15 milligrams of 
niacin, and 25 milligrams of iron.

N o t e .—By an order published in the F e d ­
e r a l  R e g i s t e r  of February 11, 1974 (39 F R  
5188), concerning nutritional requirements 
for standardized enriched bakery products, 
the requirement that the food contain 25 
milligrams of iron per pound was stayed. Ac­
cordingly, the requirement for iron reverts 
to not less than 8.0 milligrams and not more 
than 12.5 milligrams per pound pending res­
olution of the issue of the level of iron en­
richment that was the subject of a hearing 
conducted in April 1974.

(2) Each such food may contain added 
calcium in such quantity that the total 
calcium content is 600 milligrams per 
pound. If insufficient calcium is added to 
meet the 600-milligram level per pound 
of the finished food, no claim may be 
made on the label for calcium as a nu­
trient except as a part of nutrition label­
ing.

(3) The requirements of paragraph (a)
(1) and (2) of this section will be 
deemed to have been met if reasonable 
overages of the vitamins and minerals, 
within the limits of good manufacturing 
practice, are present to ensure that the
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required levels of the vitamins and min­
erals are maintained throughout the ex­
pected shelf life of the food under cus­
tomary conditions of distribution and 
storage. The quantitative content of the 
following vitamins shall be calculated in 
terms of the following chemically identi­
fiable reference forms:

Reference form
Vitamin Empirical Molec-

Name formula ular
weight

Thiamine - Thiamine clilo- Ci2ÏTi7ClN4OS- 337.28
ride hydro­
chloride.

HCl
Riboflavin _ Riboflavin___ _ C17H20N 4O6___ . 376.37
N iacin___ Niacin___ _ CeHsNCb 123.11

N ote.—Pending resolution of the issue which was the 
subject of the hearing referred to in the note in par. (a) (1) 
of this section, the provision relating to the overages of 
vitamins and minerals does not apply to iron.

(4) Each such food may also contain 
wheat germ or partly defatted wheat 
germ, but the total quantity thereof, 
including any wheat germ or partly de­
fatted wheat germ in any enriched flour 
used, shall not be more than 5 percent 
of the flour ingredient.

(5) Enriched flour may be used, in 
whole or in part, instead of flour. As used 
in this section, the term “enriched flour” 
includes enriched bromated flour.

(6) The limitation prescribed by § 136. 
110(c) (6) on the quantity and composi­
tion of milk and/or other dairy products 
does not apply.

(7) The vitamins and minerals added 
to the food for enrichment purposes may 
be supplied by any safe and suitable sub­
stances. Niacin equivalents as derived 
from tryptophan content shall not be 
used in determining total niacin content.

(b) The name of the food is “enriched 
bread”, “enriched rolls”, or “enriched 
buns”, as applicable. When the food con­
tains not less than 2.56 percent by weight 
of whole egg solids, the name of the food 
may be “enriched egg bread”, “enriched 
egg rolls”, or “enriched egg buns”, as ap­
plicable, accompanied by the statement
“Contains___ medium-sized egg(s) per
pound” in the manner prescribed by 
§ 102.5(c) (3) of this chapter, the blank 
to be filled in with the number which 
represents the whole egg content of the 
food expressed to the nearest one-fifth 
egg but not greater than the amount ac­
tually present. For the purpose of this 
regulation, whole egg solids are the edi­
ble contents of eggs calculated on a 
moisture-free basis and exclusive of any 
non-egg solids which may be present in 
standardized and other commercial egg 
products. One medium-sized egg is 
equivalent to 0.41 ounce of whole egg 
solids. When the food complies with the 
requirements for milk and/or other 
dairy products content in § 136.130 for 
milk bread, the name of the food may be 
“enriched milk bread”, “enriched milk 
rolls”, or “enriched milk buns”, as ap­
plicable. When the food complies with 
the requirements for both enriched egg 
bread and enriched milk bread in this 
section, the name of the food may be 
“enriched milk and egg bread”, “en­
riched milk and egg rolls”, or “enriched
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milk and egg buns”, as applicable ac­
companied by the statement “Con­
tains ___  medium-sized eggis) per
pound” in the manner prescribed by 
§ 102.5(c) (3) of tills chapter, the blank 
to be filled in with the number which 
represents the whole egg content of the 
food expressed to the nearest one-fifth 
egg but no greater than the amount 
actually present. For purposes of this 
regulation, whole egg solids are the edi­
ble contents of eggs calculated on a 
moisture-free basis and. exclusive of any 
non-egg solids which may be present in 
standardized or other commercial egg 
products. One medium-sized egg is equiv­
alent to 0.41 ounce of whole egg solids.

N o t e .—The confirmation of effective date 
for § 136.115 (formerly § 17.20) published in 
the F e d e r a l  R e g i s t e r  of October 15, 1976 (41 
FR 45540) stated that § 136.115(b), as it per­
tains to the use of the word “egg” in the 
name of the food, is stayed pending full re­
view of the objections and requests for hear­
ing.
§ 136.130 Milk bread, rolls, and buns.

(a) Each of the foods milk bread, 
milk rolls, and milk buns conforms to the 
definition and standard of identity and 
is subject to the requirements for label 
statement of ingredients prescribed for 
bread, rolls or buns by § 136.110 except 
that:

(1) The only moistening ingredient 
permitted in the preparation of the 
dough is milk or, as an alternative, a 
combination of dairy products in such 
a proportion that the weight of the non­
fat milk solids is not more than 2.3 
times and not less than 1.2 times the 
weight of the milkfat therein, with or 
without water, in a quantity that pro­
vides not less than 8.2 parts milk solids 
for each 100 parts by weight of flour.

(2) No buttermilk, buttermilk product, 
cheese whey, cheese whey product, or 
milk protein is used.

(b) The name of the food is “milk 
bread”, “milk rolls”, “milk buns”, as 
applicable.
§ 136.160 Raisin bread, rolls, and buns.

(a) Each of the foods raisin bread, 
raisin rolls, and raisin buns conforms to 
the definition and standard of identity 
and is subject to the requirements for 
label statement of ingredients prescribed 
for bread, rolls or buns by § 136.110, 
except that:

(1) Not less than 50 parts by weight 
of seeded or seedless raisins are used for 
each 100 parts by weight of flour used.

(2) Water extract of raisins may be 
used, but not to replace raisins.

(3) The baked units may bear icing 
or frosting.

' (4) The limitation prescribed by 
§ 136.110(c) (6) on the quantity and com­
position of milk and/or other dairy 
products does not apply.

(5) The total solids are determined by 
the method prescribed in § 136.110(d), 
except that sec. 14.083(b) on page 235 of 
“Official Methods of Analysis of the As­
sociation of Official Analytical Chemists,” 
12th Ed. 1975,2 will apply.

(b) The name of the food is “raisin 
bread”, “raisin rolls”, “raisin buns”, as
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applicable. When the food contains not 
less than 2.66 percent by weight of whole 
egg solids, the name of the food may be 
“raisin and egg bread”, “raisin and egg 
rolls”, or “raisin and egg buns”, as appli­
cable, accompanied by the statement
“Contains___ medium-sized egg(s) per
pound” in the manner prescribed by 
§ 102.5(c) (3) of this chapter, the blank 
to be filled in with the number which rep­
resents the whole egg content of the food 
expressed to the nearest one-fifth egg but 
not greater than the amount actually 
present. For purposes of this regulation, 
whole egg solids are the edible contents 
of eggs calculated on a moisture-free 
basis and exclusive of any nonegg solids ' 
which may be present in standardized 
and other commercial egg products. One 
medium-sized egg is equivalent to 0.41 
ounce of whole egg solids.

N o t e .—The confirmation of effective date 
for §136.160 (formerly § 17.40) published in 
the F e d e r a l  R e g i s t e r  of October 15, 1976 (41 
FR 45540) stated that the provisions of 
§ 136.160(b), as they pertain to the use of the 
word “egg” in the name of the food, are stayed 
pending full review of the objections and 
requests for hearing.
§ 136.165 Enriched raisin bread, rolls, 

and buns.
(a) Each of the foods enriched raisin 

bread, enriched raisin rolls, and enriched-, 
raisin buns conforms to the definition 
and standard of identity and is subject 
to the requirements for label statement 
of ingredients prescribed for raisin bread, 
raisin rolls, and raisin buns by 5 136.160, 
except that the specifications in § 136.115
(a) (1) through (7) shall apply.

(b) The name of the food is “enriched
raisin bread”, “enriched raisin rolls”, or 
“enriched raisin buns”, as applicable. 
When the food contains not less than 
2.56 percent by weight of whole egg sol­
ids, the name of the food may be “en­
riched raisin and egg bread”, “enriched 
raisin and egg rolls”, or “enriched raisin 
and egg buns”, as applicable, accompa­
nied by the statement “Contains------ —
medium-sized egg(s) per pound” in the 
manner prescribed by § 102.5(c) (3) of 
this chapter, the blank to be filled in 
with the number which represents the 
whole egg content of the food expressed 
to the nearest one-fifth egg but not 
greater than the amount actually pres­
ent. For purposes of this regulation, 
whole egg solids are the edible contents 
of eggs calculated on a moisture-free 
basis and exclusive of any nonegg solids 
which may be present in standardized 
and other commercial egg products. One 
medium-sized egg is equivalent to 0.41 
ounce of whole egg solids* The term 
“milk” may be included in the name of 
the food if the food complies with the 
requirements for milk and/or other dairy 
products in § 136.130.

N o t e . Since the provisions of § 136.165 
(formerly § 17.60) relating to the use of the 
word “egg” in the name of the food are predi­
cated on stayed provisions of §§ 136.110, 
136.115 and 136.160, none of paragraph (b) 
of §136.165 except the first and last sen­
tences, will be effective while the issues re-- 
main unresolved.
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§ 136.180 Whole wheal bread, rolls, and 
buns.

(a) Each of the foods whole wheat 
bread, graham bread, entire wheat bread, 
whole wheat rolls, graham rolls, entire 
wheat rolls, whole wheat buns, graham 
buns, and entire wheat buns conforms to 
the definition and standard of identity 
and is subject to the label statement of 
ingredients prescribed for bread, rolls 
and buns by § 136.110, except that:

(1) The dough is, made from the op­
tional ingredient whole wheat flour, bro- 
mated whole wheat flour, or a combina­
tion of these. No flour, bromated flour, or 
phosphated flour is used. The potassium 
bromate in any bromated whole wheat 
flour used is deemed to be an additional 
optional ingredient in the whole wheat 
bread, whole wheat rolls, or whole wheat 
buns.

(2) The limitation prescribed by 
§ 136.110(c) (6) on the quantity and com­
position of milk and/or other dairy 
products does not apply.

(b) The name of the food is “whole 
wheat bread”, “graham bread”, “entire 
wheat bread”, “whole wheat rolls”, “gra­
ham rolls”, “entire wheat rolls”, “whole 
wheat buns”, “graham buns”, “entire 
wheat buns”, as applicable.

PART 137— CEREAL FLOURS AND 
RELATED PRODUCTS 

Subpart A—[Reserved]
Subpart B— Requirements Tor Specific 

Standardized Cereal Flours and Related Products

137.105 Flour.
137.155 Bromated flour.
137.160 Enriched bromated flour.
137.165 Enriched flour.
137.170 Instantized flours.
137.175 Phosphated flour.
137.180 Self-rising flour.
137.185 Enriched self-rising flour.
137.190 Cracked wheat.
137.195 Crushed wheat.
137.200 Whole wheat flour. , - 
137.205 Bromated whole wheat flour.
187.211 White corn flour.
137.215 Yellow corn flour.
137.220 Durum flour.
137.225 Whole durum flour.
137.230 Corn grits.
137.235 Enriched corn grits.
137.240 Quick grits.
137.245 Yellow grits.
137250 White corn meal.
137.255 Bolted white corn meal.
137.260 Enriched corn meals.
137.265 Degerminated white corn meal. 
137.270 Self-rising white coin meal.
137.275 Yellow corn meal.
137.280 Bolted yellow com meal.
137.285 Degerminated yellow corn meal. 
137.290 Self-rising yellow corn meal.
137.300 Farina.
137.305 Enriched farina.
137.320 Semolina.
137.350 Enriched rice.

A u t h o r i t y : Secs. 401, 701, 52 Stat. 1046 as 
amended, 1055-1056 as amended (21 U.S.C. 
341,371).

Subpart A— [Reserved]
Subpart B— R equirem ents for Specific 

Standardized Cereal Flours and Related 
Products

§ 1 3 7 .1 0 5  Flour.
(a) Flour, white flour, wheat flour, 

plain flour, is the food prepared by 
grinding and bolting cleaned wheat,
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other than durum wheat and red durum 
wheat. To compensate for any natural 
deficiency of enzymes, malted wheat, 
malted wheat flour, malted barley flour, 
or any combination of two or more of 
these, may be used; but the quantity of 
malted barley flour so used is not more 
than 0.75 percent. Harmless prepara­
tions of «-amylase obtained from As­
pergillus oryzae, alone or in a safe and 
suitable carrier, may be used. When 
tested for granulation as prescribed in 
paragraph (c) (4) of this section, not 
less than 98 percent of the flour passes 
through a cloth having openings not 
larger than those of woven wire cloth 
designated “212 /*m (No. 70)” in Table I 
of “Annual Book of ASTM Standards, 
Part 30” published in 1972 by the 
American Society for Testing and Ma­
terials.4 The flour is freed from bran 
coat, or bran coat and germ, to such 
extent that the percent of ash there­
in, calculated to a moisture-free basis, 
is not more than the sum of 1/20 
of the percent of protein therein, cal­
culated to a moisture-free basis, plus 
0.35. Its moisture content is not more 
than 15 percent. I t may contain ascor­
bic acid in a quantity not to exceed 200 
parts per million as a dough conditioner. 
Unless such addition conceals damage or 
inferiority or makes the flour appear to 
be better or of greater value than it is, 
one or any combination of two or more 
of the following optional bleaching in­
gredients may be added in a quantity not 
more than sufficient for bleaching or, 
in case such ingredient has an artifi­
cial aging effect; in a quantity not more 
than sufficient for bleaching and such 
artificial aging effect:

(1) Oxides of nitrogen. ;
(2) Chlorine.
(3) Nitrosyl chloride.
(4) Chlorine dioxide.
(5) One part by weight \Of benzoyl 

peroxide mixed with not more than six 
parts by weight of one or any mixture 
of two or more of the following; potas­
sium alum, calcium sulfate, magnesium 
carbonate, sodium aluminum sulfate, 
dicalcium phosphate, tricalcium phos­
phate, starch, calcium carbonate.

(6) Acetone peroxides complying with 
the provisions of § 172.802 of this chap­
ter.

(7) Azodicarbonamide (complying with 
the requirements of § 172.806 of this 
chapter, including the quantitative limit 
of not more than 45 parts per million).

(b)(1) All optional ingredients used in 
the food shall be declared on the label 
as required by the applicable sections of 
Part 101 of this chapter.

(2) When ascorbic acid is added, 
the label shall bear the statement “Ascor­
bic acid added as a dough conditioner”. 
When the optional ingredient “a-amylase 
obtained from Aspergillus oryzae” is 
used, it shall be declared in the list of 
ingredients by that name. When any op­
tional bleaching ingredient is used, the 
label shall bear the word “Bleached”.

Wherever the name of the food appears 
on the label so conspicuously as to be 
easily seen under customary conditions 
of purchase, the word “Bleached” shall 
immediately and conspicuously precede 
or follow such name, without interven­
ing written, printed, or graphic matter; 
except that where stich name is a part of 
a trademark or brand, other written, 
printed or graphic matter, which is also 
a part of such trademark or brand, may 
so intervene if the word “Bleached” is in 
such juxtaposition with such trademark 
or brand as to be conspicuously related 
to such name.

(c) For the purposes of this section:
(1) Ash is determined by the method 

prescribed in the book “Official and Ten­
tative Methods of Analysis of the Asso­
ciation of Official Agricultural Chem­
ists,” 5th Edition, 1940, page 212, under 
“Method I—Official.” [Ed. note, 10th 
edition, 1965, p. 191, sec. 13.006.3 Ash is 
calculated to a moisture-free basis by 
subtracting the percent of moisture in the 
flour from 100, dividing the remainder 
into the percent of ash, and multiplying 
the quotient by 100.

(2) Protein is 5.7 times the nitrogen 
as determined by the method prescribed 
in such book on page 26, under “Kjel- 
dahl-Gunning-Arnold Method—Official.”
[Ed. note, 10th edition, 1965, p. 16, “Im­
proved Kjeldahl Methods for Nitrate- 
Free Samples—Official,” sec. 2.044.3
Protein is calculated to a moisture-free 
basis by subtracting the percent of mois­
ture in the flour from 100, dividing the 
remainder into the percent of protein, 
and multiplying the quotient by 100.

(3) Moisture is determined by the 
% method prescribed in such book on page 
* 211, under “Vacuum Oven Method—Offi­

cial.” [Ed. note, 10th edition, 1965, p. 
191, secs. 13.002, 13.003.3

(4) Granulation is determined as fol­
lows: Use No. 70 sieve complying with 
specifications for wire cloth and sieve 
frames in “Standard Specifications for 
Sieves,” published March 1, 1940, in L.C. 
584 of the United States Department of 
Commerce, National Bureau of Stand­
ards. Attach bottom pan to sieve in Ro- 
Tap sifter (or an equivalent sifter). 
Place half of a rubber ball or other siev­
ing aid in the sieve. Pour 100 grams of 
the sample in the sieve and turn on the 
sifter with knocker. Sift exactly 5 min­
utes. Weigh the residue on the No. 70 
sieve and convert to percentage.
§ 137.155 Bromated flour.

Bromated flour conforms to the defini­
tion and standard of identity, and is sub­
ject to the requirements for label state­
ment of optional ingredients, prescribed 
for flour by § 137.105, except that potas­
sium bromate is added in a quantity not 
exceeding 50 parts to each million parts 
of the finished bromated flour, and is 
added only to flours whose baking qual­
ities are improved by such addition.
§ 137.160 Enriched bromated flour.

•Copies may be obtained from: American Enriched bromated flour conforms to 
Society for Testing and Materials, 1916 Race the definition and standard of identity, 

reet, Philadelphia, pa  19103. and is subject to the requirements for

label statement of optional ingredients, 
prescribed or enriched flour by § 137.165, 
except that potassium bromate is added 
in a quantity not exceeding 50 parts to 
each million parts of the finished en­
riched bromated flour, and is added only 
to enriched flours whose baking quali­
ties are improved by such addition.
§ 137.165 Enriched flour.

Enriched flour conforms to the defini­
tion and standard of identity, and is sub­
ject to the requirements for label state­
ment of optional ingredients, prescribed 
for flour by § 137.105 except that:

(a) It contains in each pound 2.9 mil­
ligrams of thiamine, 1.8 milligrams of 
riboflavin, 24 milligrams of niacin, and 
40 milligrams of iron;

(b) I t  may contain added calcium in 
such quantity that the total calcium con­
tent is 960 milligrams per pound. En­
riched flour may be acidified with mono­
calcium phosphate within the limits pre­
scribed by § 137.175 for phosphated flour, 
but, if insufficient additional calcium is 
present to meet the 960 milligram level, 
no claim may be made on the label for 
calcium as a nutrient;

(c) The requirement of paragraphs
(a) and (b) of this section will be 
deemed to have been met if reasonable 
overages of the vitamins and minerals, 
within the limits of good manufacturing 
practice, are present to insure that the 
required levels of the vitamins and min­
erals are maintained throughout the ex­
pected shelf life of the food under cus­
tomary conditions of distribution and 
storage. The quantitative content of the 
following vitamins shall be calculated in 
terms of the following chemically 
identifiable reference forms:

Reference form
Vitamin

Name
Empirical Molec- formula ular 

weight

Thiamine.. Thiaminechloridehydrochlo­ride.

CijlTiVClNjOS 1IC 1 337.28

Riboflavin. Riboflavin..-  C17H20N4O« 376.37Niacin Niacin____ -  CdHsNOa 123.11

(d) It may contain not more than 5 
percent by weight of wheat germ or 
partly defatted wheat germ;

(e) In determining whether the ash 
content complies with the requirements 
of this section, ash resulting from any 
added iron or salts of iron or calcium or 
wheat germ is excluded in calculating 
ash content.

(f) All ingredients from which the 
food is fabricated shall be safe and suit­
able. The vitamins and minerals added 
to the food for enrichment purposes may 
be supplied by any safe and suitable sub­
stance. Niacin equivalents as derived 
from tryptophan content shall not be 
used in determining total niacin content.

E f f e c t i v e  D a t e  N o t e : The iron content i n  
revised § 137.165(a) (formerly § 15.10(a)) of 
"40 milligrams” was stayed at 39 PR 5189, 
pending the outcome of a hearing. The levels 
of iron shall remain at the level “not less 
than 13.0 milligrams and not more than 16.5 
milligrams” prescribed by the former 
§ 15.10(a) prior to amendment of the section.
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§ 137.170 Instantized flours.
(a) Instantized flours, instant blend­

ing flours, quick-mixing flours, are the 
foods each of which conforms to the defi­
nition and standard of identity and is 
subject to the requirement for label 
statement of optional ingredients pre­
scribed for the corresponding kind of 
flour by §§ 137.105, 137.155, 137.160, 137.- 
165, 137.175, 137.180, and 137.185, except 
that each such flour has been made by 
one of the optional procedures set forth 
in paragraph (b) of this section, and is 
thereby made readily pourable. Such 
flour will all pass through a No. 20 mesh 
U.S. standard sieve (840-micron open­
ing) , and not more than 20 percent will 
pass through a 200 mesh U.S. standard 
sieve (74-micron opening).

(b) Thé optional procedures referred 
to in paragraph (a) of this section are:

(1) A selective grinding and bolting 
procedure or other milling procedure, 
whereby controlled techniques are used 
to obtain a food too fine to meet the 
granulation specification prescribed in 
§ 137.300(a) for farina.

(2) An agglomerating procedure, 
whereby flour that originally meets the 
granulation specification prescribed in 
§ 137.105(a) has been modified by further 
processing, so that a number of the in­
dividual flour particles have been com­
bined into agglomerates conforming to 
the granulation specifications set out in 
paragraph (a) of this section.

(c) The name of each product covered 
by this section is the name prescribed by 
the definition and standard of identity 
for the corresponding kind of flour as 
referred to in paragraph (a) of this sec­
tion, preceded immediately and conspic­
uously by the words “Instantized”, “In­
stant blending”, or “Quick-mixing”.
§ 137.175 Phosphated flour.

Phosphated flour, phosphated white 
flour, phosphated wheat flour, conforms 
to the definition and standard of identity, 
and is subject to the requirements for 
label declaration of optional Ingredients, 
prescribed for flour by § 137.105, except 
that:

(a) Monocalcium phosphate is added 
in a quantity not less than 0.25 percent 
and not more than 0.75 percent of the 
weight of the finished phosphated flour; 
and

(b) In determining whether the ash 
content complies with the requirements 
of this section allowance is made for the 
added monocalcium phosphate.
§ 137.180 Self-rising flour.

(a) Self-rising flour, self-rising white 
flour, self-rising wheat flour, is mi inti­
mate mixture of flour, sodium bicarbon­
ate, and one or more of the acid-reacting 
substances monocalcium phosphate, so­
dium acid pyrophosphate, and sodium 
aluminum phosphate. It is seasoned with 
salt. When it is tested by the method 
prescribed in paragraph (c) of this sec­
tion not less than 0.5 percent of carbon 
dioxide is evolved. The acid-reacting 
substance is added in sufficient quantity 
to neutralize the sodium bicarbonate. 
The combined weight of such acid-react­
ing substance and sodium bicarbonate

is not more than 4.5 parts to each 100 
parts of flour used. Subject to the condi­
tions and restrictions prescribed by 
§ 137.105(a), the bleaching ingredients 
specified in such section may be added as 
optional ingredients. If the flour used in 
making the self-rising flour is bleached, 
the optional bleaching ingredient used 
therein (see § 137.105(a)) is also an op­
tional ingredient of the self-rising flour.

(b) All optional ingredients in self­
rising flour, including any contributed 
by the flour used, shall be declared on 
the label as required by the applicable 
sections of Part 101 of this chapter and 
§ 137.105(b)(2), as appropriate.

(c) The method referred to in para­
graph (a) of this section is the method 
prescribed in “Official and Tentative 
Methods of Analysis of the Association 
of Official Agricultural Chemists,” 5th 
edition, 1940, beginning on page 186 [Ed. 
note, 10th edition, 1965, p. 119, secs. 7.002,
7.003 J, under “Gasometric Method with 
Chittick’s Apparatus—Official,” except 
that the following procedure is substi­
tuted for the procedure specified therein 
under “6—Determination”:

(1) Weigh 17 grams of the official sam­
ple into flask A, add 15-20 glass beads 
(4-6 mm. diameter), and connect this 
flask with the apparatus (fig. 22). Open 
stopcock C and by means of the leveling. 
bulb E bring the displacement solution 
to the 25 cc. graduation above the zero 
mark. (This 25 cc. is a partial allowance 
for the volume of acid to be used in the 
decomposition.) Allow the apparatus to 
stand 1-2 minutes to insure that the 
temperature and pressure within the ap­
paratus are the same , as those of the 
room. Close the stopcock, lower the 
leveling bulb somewhat to reduce the 
pressure within the apparatus, and 
slowly run into the decomposition flask 
from burette P 45 cc. of sulfuric acid 
(1+5). To prevent the liberated carbon 
dioxide from escaping through the acid 
burette, into the air, keep the displace­
ment solution in the leveling bulb a t all 
times during the decomposition a t a 
lower level than that in the gas-meas­
uring tube. Rotate and then vigorously 
agitate the decomposition flask for three 
minutes to mix the contents intimately. 
Allow to stand for 10 minutes to bring 
to equilibrium. Equalize the pressure in 
the measuring tube by means of the 
leveling bulb and read the volume of gas 
from the zero point on the tube. Deduct 
20 cc. from this reading (this 20 cc. to­
gether with previous allowance of 25 cc. 
compensates for the 45 cc. acid used in 
the decomposition). Observe the tem­
perature of the air surrounding the ap­
paratus and also the barometric pressure 
and multiply the number of cc. of gas 
evolved by the factor given in Table 
24—Chapter XLIII [Ed. note, 10th edi­
tion, 1965, p. 887, sec. 43.0281 for the 
temperature and pressure observed. Di­
vide the corrected reading by 100 to ob­
tain the apparent percent by weight of 
carbon dioxide in the official sample.

(2) Correct the apparent percent of 
carbon dioxide to compensate for vary­
ing atmospheric conditions by immedi­
ately assaying a synthetic sample by the 
same method in the same apparatus.

(3) Prepare the synthetic sample with
16.2 grams of flour, 0.30 gram of mono­
calcium phosphate, 0.30 gram of salt, 
and a sufficient quantity of sodium bi­
carbonate U.S.P. (dried over sulfuric 
acid) to yield the amount of carbon 
dioxide recovered in assay of official 
sample. Determine this quantity by 
multiplying weight of carbon dioxide re­
covered in assay of official sample by 
1.91.

(4) Divide the weight of carbon dioxide 
recovered from synthetic sample by 
weight of carbon dioxide contained in 
sodium bicarbonate used.

(5) Divide the quotient into the ap­
paren t percent of carbon dioxide in of­
ficial sample to obtain percent of carbon 
dioxide evolved from the official sample.
§ 137.185 Enriched self-rising flour.

Enriched self-rising flour conforms to 
the definition and standard of identity, 
and is subject to the requirements for 
label statement of optional ingredients, 
prescribed for self-rising flour by 
§ 137.180, except that :

(a) I t  contains in each pound 2.9 
milligrams of thiamine, 1.8 milligrams of 
riboflavin, 24 milligrams of niacin, and 
40 milligrams of iron;

(b) I t  contains added calcium in such 
quantity that the total calcium content 
is 960 milligrams per pound. If a calcium 
compound is added for technical pur­
poses to give self-rising characteristics 
to the flour, the amount of calcium per 
pound of flour may exceed 960 milli­
grams provided that the excess is no 
greater than necessary to accomplish the 
intended effect. However, if such cal­
cium is insufficient to meet the 960-milli­
gram level, no claim may be made on the 
label for calcium as a nutrient.

(c) The requirements of paragraphs
(a) and (b) of this section will be deemed 
to have been met if reasonable overages 
of the vitamins and minerals, within the 
limits of good manufacturing practice, 
are present to insure that the required 
levels of the vitamins and minerals are 
maintained throughout the expected 
shelf life of the food under customary 
conditions of distribution and storage. 
The quantitative content of the follow-. 
ing vitamins shall be calculated in terms 
of the following chemically identifiable 
reference forms:

Reference form
Vitamin Name Empiricalformula

Molec­ularweight

Thiamine._ Thiaminechloridehydrochlo­ride.

CuHijClNiOS-nCI 337.2

Riboflavin. Riboflavin.... Ul7HîoN<Ü» 376.37
Niacin.. ~ Niacin..__ -  CjHiNOi 123.11

(d) I t  may contain not more than 5 
percent by weight of wheat germ or 
partly defatted wheat germ;

(e) When calcium is added as dical­
cium phosphate, such dicalcium phos­
phate is also considered to be an acid­
reacting substance;

(f) When calcium is added as car­
bonate, the method set forth in § 137.180

FEDERAL REGISTER, VOL. 42, NO. 50—TUESDAY, MARCH 15, 1977



RULES AND REGULATIONS 14405

(c) does not apply as a test for carbon 
dioxide evolved; but in such case the 
quantity of carbon dioxide evolved under 
ordinary conditions of use of the en­
riched self-rising flour is not less than 
0.5 percent of the weight thereof;

(g) All ingredients from which the 
food is fabricated shall be safe and suita­
ble. The vitamins and minerals added to 
the food for enrichment purposes may be 
supplied by any safe and suitable sub­
stances. Niacin equivalents as derived 
from tryptophan content shall not be 
used in determining total niacin content.

E f f e c t i v e  D a t e  N o t e : The Iron content In 
revised § 137.185(a) (formerly § 15.60(a)) 
of “40 milligrams” was stayed at 39 FR 5189, 
pending the outcome of a hearing. The levels 
of Iron shall remain at the level “not less 
than 13.0 milligrams and not more than 
16.5 milligrams” prescribed by the former 
S 15.60(a) prior to amendment of the section.
§ 137.190 Cracked wheat,

Cracked wheat is the food prepared by 
so cracking or cutting into angular frag­
ments cleaned wheat other than durum 
wheat and red durum wheat that, when 
tested by the method prescribed In 
§ 137.200(c) (2), not less than 90 percent 
passes through a No. 8 sieve and not 
more than 20 percent passes through a 
No. 20 sieve. The-proportlons of the nat­
ural constituents of such wheat, other 
than moisture, remain unaltered. 
Cracked wheat contains not more than 
15 percent of moisture as determined by 
the method prescribed in “Official and 
Tentative Methods of Analysis of the 
Association of Official Agricultural 
Chemists”, 5th edition, 1940, page 353 
[Ed. note, 10th edition, 1965* p. 327, secs. 
22.002, 22.003), under “Preparation of 
Sample—Official” and “Moisture I. Dry­
ing with Heat—Official.”
§ 137.195 Crushed wheat.

Crushed wheat, coarse ground wheat, 
is the food prepared by so crushing 
cleaned wheat other than durum wheat 
and red durum wheat that, when tested 
by the method prescribed in § 137.200(c)
(2), 40 percent or more passes through a 
No. 8 sieve and less than 50 percent 
passes through a No. 20 sieve. The pro­
portions of the natural constituents of 
such wheat, other than moisture, remain 
unaltered. Crushed wheat contains not 
more than 15 percent of moisture as de­
termined by the method prescribed in 
“Official and Tentative Methods of Anal­
ysis of the Association of Official Agri­
cultural Chemists,” 5th edition, 1940, 
page 353 [Ed. note, 10th edition, 1965, p. 
327, secs. 22.002, 22.0033, under “Prep­
aration of Sample—Official” and “Mois­
ture I. Drying with Heat—Official/’
§ 137.200 W hole wheat flour.

(a) Whole wheat flour, graham flour, 
entire wheat flour is the food prepared 
by so grinding cleaned wheat, other 
than durum wheat and red durum 
wheat, that when tested by the method 
prescribed in paragraph (c) (2) of this 
section, not less than 90 percent passes 
through a 2.36 mm (No. 8) sieve and 
not less than 50 percent passes through a 
850 /um (No. 20) sieve. The proportions

of the natural constituents of such 
wheat, other than moisture, remain un­
altered. To compensate for any natural 
deficiency of enzymes, malted wheat, 
malted wheat flour, malted barley flour, 
or any combination of two or more of 
these, may be used; but the quantity 
of malted barley flour so used is not 
more than 0.75 percent. I t  may contain 
harmless preparations of a-amylase ob­
tained from Aspergillus oryzae, alone 
or in a safe and suitable carrier. The 
moisture content of whole wheat flour 
is not more than 15 percent. I t may con­
tain ascorbic acid in a quantity not to 
exceed 200 parts per million as a dough 
conditioner. Unless such addition con­
ceals damage or inferiority or makes the 
whole wheat flour appear to be better or 
of greater value than it is, the optional 
bleaching ingredient azodicarbonamide 
(complying with the requirements of 
§ 172.806 of this chapter, including the 
quantative limit of not more than 45 
parts per million) or chlorine dioxide, or 
chlorine, or a mixture of nitrosyl chloride 
and chlorine, may be added in a  quan­
tity not more than sufficient for bleach­
ing and artificial aging effects.

(b) (1) All optional ingredients used in 
the food shall be declared on the label 
as required by the applicable sections of 
Part 101 of this chapter.

(2) When ascorbic acid is added, the 
label shall bear the statement “Ascorbic 
acid added as a  dough conditioner”. 
When the optional Ingredient “a-amy­
lase obtained from Aspergillus oryzae” 
is used, it shall be declared by that name 
in the list of ingredients. When any op­
tional bleaching ingredient is used, the 
label shall bear the word “Bleached”. 
Wherever the name of the food appears 
on the label so conspicuously as to be 
easily seen under customary conditions 
of purchase, the word “Bleached” shall 
immediately and conspicuously precede 
or follow such name, without intervening 
written, printed, or graphic matter; ex­
cept that where such name is a  part of 
a trademark or brand, other written, 
printed, or graphic matter, which is also 
a part of such trademark or brand, may 
so intervene if the word “Bleached” is 
in such juxtaposition with such trade­
mark or brand as to be conspicuously 
related to such name.

(c) For the purposes of this section:
(1) Moisture is determined by the 

method prescribed in “Official and 
Tentative Methods of Analysis of the 
Association of Official Agricultural 
Chemists,” 5th Edition, 1940, page 211, 
under “Vacuum Oven Method—Official.” 
[Ed. note, 10th edition, 1965, p. 191, secs.
13.002,13.005.3

(2) The method referred to in para­
graph (a) of this section is as follows: 
Use No. 8 and No. 20 sieves, having stand­
ard 8-inch full height frames, complying 
with the specifications for wire cloth and 
sieve frames in “Standard Specifications 
for Sieves,” published March 1, 1940, in 
L. C. 584 of the U.S. Department of 
Commerce, National Bureau of Stand­
ards. Fit a No. 8 sieve into a No. 20 sieve. 
Attach bottom pan to the No. 20 sieve. 
Pour 100 gm. of the sample into the No.

8 sieve. Attach cover and hold the as­
sembly in a slightly Inclined position with 
one hand. Shake the sieves by striking 
the sides against the other hand with an 
upward stroke, a t the rate of about 150 
times per minute. Turn the sieves about 
one-sixth of a revolution each time in the 
same direction, after each 25 strokes. 
Continue shaking for 2 minutes. Weigh 
the material which fails to pass through 
the No. 8 sieve and the material which 
passes through the No. 20 sieve.
§ 137.205 Bromated whole wheal flour.

Bromated whole wheat flour conforms 
to the definition and standard of identity, 
and is subject to the requirements for 
label statement of optional ingredients, 
prescribed for whole wheat flour by 
§ 137.200, except that potassium bromate 
is added in a quantity not exceeding 75 
parts to each million parts of finished 
bromated whole wheat flour.
§ 1 3 7 .2 1 1  W hite com  flour.

(a) White com flour is the food pre­
pared by so grinding and bolting cleaned 
white com that when tested by the meth­
od prescribed in paragraph (b) (2) of this 
section, not less than 98 percent passes 
through a No. 50 sieve and not less than a 
50 percent passes through No. 70 woven- 
wire cloth. Its moisture content is not 
more than 15 percent. In its preparation, 
part of the ground com may be removed, 
but In any such case, the content (on a 
moisture-free basis) of neither the crude 
fiber nor fat in the finished white com 
.flour exceeds the content (on a moisture- 
free basis) of such substance in the 
cleaned com from which it was ground.

( b )  (1) For the purpose of this section, 
moisture, fat, and crude fiber are deter­
mined by methods therefor referred to 
in § 137.250 (b) (1).

(2) The method referred to in para­
graph (a) of this section is as follows: 
Weigh 5 grams of sample into a tared 
truncated metal cone (top diameter 5 
centimeters, bottom diameter 2 centi­
meters, height 4 centimeters), fitted a t 
bottom with 70-mesh wire cloth com­
plying with the specifications for No. 70 
wire cloth in “Standard Specifications for 
Sieves,” published March 1, 1940 in L. C. 
584 of the Bureau-of Standards, United 
States Department of Commerce. Attach 
cone to a suction flask. Wash with 
150 ml. of petroleum ether applied hi a 
small stream without suction, while 
gently stirring the sample with a small 
glass rod. Apply suction for 2 minutes 
after washing is completed, then shake 
the cone for 2 minutes with a vigorous 
horizontal motion, striking the side 
against the hand, and then weigh. The 
decrease in weight of sample, calculated 
as percent by weight of sample shall be 
considered the percent passing through 
No. 70 wire cloth. Transfer the residue 
from cone to a No. 50 sieve having a 
standard 8-inch diameter full-height 
frame, complying with the specifications 
for wire cloth and sieve frame in said 
“Standard Specifications for Sieves.” 
Shake for 2 minutes with a vigorous 
horizontal motion, striking the side 
against the hand; remove and weigh the 
residue; calculate the weight of residue
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as percent by weight of sample, and sub­
tract from 100 percent to obtain the per­
cent of sample passing through the No. 
50 sieve.
§ 137.215 Yellow corn flour.

Yellow com flour conforms to the defi­
nition and standard of identity pre­
scribed by § 137.211 for white com flour 
except that cleaned yellow com is used 
instead of clean white porn.
§ 137.220 Durum flour.

(a) Durum flour is the food prepared 
by grinding and bolting cleaned durum 
wheat. When tested for granulation as 
prescribed in § 137.105 (cM4), not less 
than 98 percent of such flour passes 
through the No. 70 sieve. I t  is freed from 
bran coat, or bran coat and germ, to such 
extent that the percent of ash therein, 
calculated to a moisture-free basis, is 
not more than 1.5 percent. Its moisture 
content is not more than 15 percent.

(b) For the purpose of this section, 
ash, moisture, and granulation are de­
termined by the methods prescribed in 
§ 137.105(c).
§ 137.225 W hole durum flour.

Whole durum “wheat flour conforms to 
the definition and standard of identity, 
and is subject to the requirements for 
label statement of optional ingredients, 
prescribed for whole wheat flour by' 
§ 137.200, except that cleaned durum 
wheat, instead of cleaned wheat other 
than durum wheat and red durum wheat, 
is used in its preparation.
§ 1 3 7 .2 3 0  Corn grits.

(a) Grits, corn grits, hominy grits, is 
the food prepared by so grinding and 
sifting cleaned white com, with removal 
of com bran and germ, that:

(1) On a moisture-free basis its crude 
fiber content is not more than 1.2 percent 
and its fat content is not more than 2.25 
percent; and

(2) When tested by the method pre­
scribed in paragraph (b) (2) of this sec­
tion not less than 95 percent passes 
through a No. 10 sieve but not more than 
20 percent through a No. 25 sieve.

(b ) (1) For the purposes of this sec­
tion moisture, fat, and crude fiber are 
determined by methods therefor re­
ferred to in § 137.250(b) (1).

(2) The method referred to in para­
graph (a) of this section is as follows: 
Use No. 10 and No. 25 sieves, having 
standard 8-inch diameter full-height 
frames, complying with the specifica­
tions for wire cloth and sieve frames in 
“Standard Specifications for Sieves,” 
published March 1, 1940, in L. C. 584 of 
the Bureau of Standards, United States 
Department of Commerce. Attach bot­
tom pan to No. 25 sieve. Fit the No. 10 
sieve into the No. 25 sieve. Pour 100 
grams of sample into the No. 10 sieve, 
attach cover and hold assembly in a 
slightly inclined position, shake the 
sieves by striking the sides against one 
hand, with an upward stroke, at the rate 
of about 150 times per minute. Turn 
the sieves about one-sixth of a revolu­
tion each time in the same direction
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after each 25 strokes. Continue shak­
ing for 2 minutes. Weigh separately the 
material remaining on the No. 10 sieve 
and in the pan, and calculate each 
weight as percent of sample. The per­
cent of sample passing through a No. 10 
sieve shall be determined by subtracting 
from 100 percent the percent remain­
ing on the No. 10 sieve. The percent of 
material in the pan shall be considered 
as the percent passing through a No. 25 
sieve.
§ 137.235 Enriched corn grits.

(a) Enriched co,m grits are the foods, 
each of which conforms to the definition 
and standard of identity prescribed for 
grits,, yellow grits, or quick cooking grits 
by §§ 137.230,137.240, and 137.245, except 
that:

(1) It contains in each pound not less 
than 2.0 mg. and not more than 3.0 mg. 
of thiamine, not less than 1.2 mg. and 
not more than 1.8 mg. of riboflavin, not 
less than 16 mg. and not more than 24 
mg. of niacin or niacinamide, not less 
than 13 mg. and not more than 26 mg. of 
iron (Fe);

(2) It may contain in each pound not 
less than 250 U.S..P. units and not more 
than 1,000 U.S.P. units of vitamin D; 
and

(3) It may contain in each pound not 
less than 500 mg. and not more than 750 
mg. of calcium (Ca). Iron and calcium 
may be added only in forms which are 
harmless and assimilable. The vitamins 
referred to in paragraph (a)(1) of this 
section may be combined with harmless 
substances to render them insoluble in 
water if the water-insoluble products are 
assimilable. The substances referred to in 
this subparagraph and in paragraphs (a)
(1) and (2) of this section may be added 
in a harmless carrier; such carrier is 
used only in the quantity necessary to 
effect an intimate and uniform admix­
ture of such substances with the kind of 
com grits used. Dried yeast in quantities 
not exceeding 1.5 percent by weight of 
the finished food may be used.

(b) The name of each kind of en­
riched com grits is the word “Enriched” 
followed by the name of the kind of corn 
grits used which is prescribed in the defi­
nition and standard of identity therefor.
§ 137.240 Quick grits.

(a) Quick grits, quick cooking grits 
are the foods, each of which conforms 
to the definition and standard of iden­
tity prescribed for a kind of grits by 
§§ 137.230 or 137.245, except that in proc­
ess of preparation the grits are lightly 
steamed and slightly compressed so as 
to fracture the particles.

(b) The name of each kind of grits 
is “Quick” or “Quick cooking” followed 
by the name of the kind of grits used 
which is prescribed in the definition and 
standard of identity therefor.
§ 137.245 Yellow grits.

Yellow grits, yellow corn grits, yellow 
hominy grits, conforms to the definition 
and standard of identity prescribed by 
§ 137.230 for grits except that cleaned 
yellow com is- used instead of cleaned 
white com.

§ 137.250 White corn meal.
(a) White corn meal is the food pre­

pared by so grinding cleaned white com 
that when tested by the method pre­
scribed in paragraph (b) (2) of this sec­
tion not less than 95 percent passes 
through a No. 12 sieve, not less than 45 
percent through a No. 25 sieve, but not 
more than 35 percent through a No. 72 
grits gauze. Its moisture content is not 
more than 15 percent. In its preparation 
coarse particles of the ground com may 
be separated and discarded, or reground 
and recombined with all or part of the 
material from which they were sepa­
rated, but in any such case the crude 
fiber content of the finished corn meal 
is not less than 1.2 percent and not more 
than that of the cleaned com from which 
it was ground, and its fat content does 
not differ more than 0.3 percent from 
that of such corn. The contents of crude 
fiber and fat in all the foregoing provi­
sions relating thereto are on a moisture- 
free basis.

(b ) (1) For the purposes of this sec­
tion moisture is determined by the 
method prescribed in “Official and Ten­
tative Methods of Analysis of the Asso­
ciation of Official Agricultural Chemists,” 
6th edition, page 259, sections 20.70 and 
20.71 [Ed. note, 10th edition, 1965, p. 202, 
secs. 13.058, 13.0591, fat is determined by 
the method prescribed on pages 259 and 
260, sections 20.70 and 20.73 [Ed. note, 
10th edition, 1965, p. 202, secs. 13.058, 
13.063] ; and crude fiber determined by 
the method prescribed on pages 259 and 
260, sections 20.70 and 20.74 [Ed. note, 
10th edition, 1965, p. 202, secs. 13.058, 
13.061].

(2) The method referred to in para­
graph (a) of this section is as follows: 
Use No. 12 and No. 25 sieves, having 
standard 8-inch diameter, full-height 
frames, complying with the specifica­
tions for wire cloth and sieve frames in 
“Standard Specifications for Sieves,” 
published March 1, 1940, in L.C. 584 of 
the Bureau of Standards, United States 
Department of Commerce. A sieve with 
frame of the same dimensions as the Nos. 
12 and 25 and fitted with 72 XXX grits 
gauze is used as the third sieve. It is 
referred to hereafter as the No. 72 sieve. 
The 72 XXX grits gauze has openings 
equivalent in size with those of No. 70 
woven-wire cloth, complying with speci­
fications for such cloth contained in such 
“Standard Specifications for Sieves.” At­
tach bottom pan to No. 72 sieve. Fit 
the No. 25 sieve into the No. 72 sieve 
and the No. 12 sieve into the No. 25 sieve. 
Pour 100 grams of sample into the No. 
12 sieve, attach cover and hold the as­
sembly in a slightly inclined position and 
shake the assembly of sieves by striking 
the sides against one hand with an up­
ward stroke, at the rate of about 150 
times per minute. Turn the assembly 
of sieves about one-sixth of a revolution, 
each time in the same direction, after 
each 25 strokes. Continue shaking for 2 
minutes. Weigh separately the material 
remaining on each sieve and in the pan, 
and calculate each weight as percent of 
sample. Sometimes when meals are 
tested, fine particles clog the sieve open-
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ings. If any sieve is clogged by fine mate­
rial smaller than its openings, empty 
the contents onto a piece of paper. Re­
move the entrapped material on the bot­
tom of the. sieve by a hair brush and add 
to the sieve below. In like manner, clean 
the adhering material from inside the 
sieve and add to the material on the 
paper. Return mixture on the paper to 
the sieve, reassemble the sieves, and 
shake in the same manner as before for 
1 minute. Repeat cleaning procedure if 
necessary until a 5-gram or less loss in 
weight occurs in any sieve during a 1- 
minute shaking. The percent of sample 
passing through No, 12 sieve shall be 
determined by subtracting from 100 per­
cent, the percent of material remaining 
on the No. 12 sieve. The percent passing 
through a No. 25 sieve shall be deter­
mined by adding the percents remaining 
on the No. 72 sieve and the percent in 
pan. The percent in the pan shall be 
considered as the percent passing 
through a No. 72 XXX grits gauze.
§ 137.255 Bolted white corn meal.

(a) Bolted white corn meal is the 
food prepared by so grinding and sifting 
cleaned white corn th a t:

(1) Its crude fiber content is less than
1.2 percent but its fat content is not less 
than 2.25 percent; and

(2) When tested by the method pre­
scribed in § 137.250(b) (2), except that 
a No. 20 standard sieve is used instead 
of the No. 12 sieve, not less than 95 per­
cent passes through a No. 20 sieve, not 
less than 45 percent through a No. 25 
sieve, hut not more than 25 percent 
through No. 72 XXX grits gauze. Its 
moisture content is not more than 15 
percent. In its preparation particles of 
ground com which contain germ may be 
separated, reground, and recombined 
with all or part of the material from 
which it was separated, but in any such 
case the fat content of the finished 
bojted white corn meal does not exceed 
by more than 0.3 percent the fat content 
of the cleaned com from which it was 
ground. The contents of crude fiber and 
fat in all the foregoing provisions relat­
ing thereto are on a moisture-free basis.

(b) For the purposes of this section, 
moisture, fat and crude fiber are deter­
mined by the methods therefor referred 
to in § 137.250 ib) (1).
§ 137.260 Enriched corn meals«

(a) Enriched corn meals are the foods, 
each of which conforms to the definition 
and standard of identity prescribed for a 
kind of corn meal by §§ 137.250, 137.255, 
137.265, 137.270, 137.275, 137.280, 137.285, 
and 137.290, except that:

(1) It contains in each pound not less 
than 2.0 mg. and not more than 3.0 mg. 
of thiamine, not less than 1.2 mg. and 
not more than 1.8 mg. of riboflavin, not 
less than 16 mg. and not more than 24 
mg. of niacin pr niacinamide, and not 
less than 13 mg. and not more than 26 
mg. of iron (Fe);

(2) I t  may contain in each pound not 
less than 250 TJ. S. P. units and not more 
than 1,000 TJ. S. P. units of vitamin D; 
and
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(3) I t  may contain in each pound not 
less than 500 milligrams and not more 
than 750 mini grams of calcium (Ca); 
Provided, however. That enriched self- 
rising corn meals shall contain in each 
pound not more than 1,750 milligrams 
of calcium (Ca). Iron and calcium may 
be added only in forms which are harm­
less and assimilable. The substances 
referred to in this paragraph (a) (3) and 
in paragraphs (a) (1) and (2) of this sec­
tion may be added in a harmless carrier 
which does not impair the enriched corn 
meal; such carrier is used only in the 
quantity necessary to effect an intimate 
and uniform admixture of such sub­
stances with the kind of com meal used. 
Dried yeast in quantities not exceeding
1.5 percent by weight of the finished food 
may be used.

(b) The name of each kind of en­
riched com meal is the word “Enriched” 
followed by. the name of the kind of com 
meal used which is prescribed in the 
definition and standard of identity 
therefor.
§ 137.265 Degerminated while com  

meal.
(a) Degerminated white com meal, 

degermed white com meal,, is the food 
prepared by grinding cleaned white 
com and removing bran and germ so 
that:

(1) On a moisture-free basis, its crude 
fiber content is less than 1.2 percent and 
its fat content is less than 2.25 percent; 
and

(2) When tested by the method pre­
scribed in § 137.250(b) (2), except that 
a No. 20 standard sieve is used Instead 
of a No. 12 sieve, not less than 95 per­
cent passes through a No. 20 sieve, not 
less than 45 percent through a No. 25 
sieve, but not more than 25 percent 
through No. 72 XXX grits gauze. Its 
moisture content is not more than 15 
percent.

(b) For the purposes of this section, 
moisture, fat and crude fiber are deter­
mined by methods therefor referred to 
in § 137.250(b) (!).
§ 1 3 7 .2 7 0  Seif-rising white corn meal.

(a) Self-rising white com meal is an 
intimate mixture of white com meal, 
sodium bicarbonate, and one or both of 
the acid-reacting substances monocal­
cium phosphate and sodium aluminum 
phosphate. I t  is seasoned with salt. 
When it is tested by the method pre­
scribed in paragraph (b) of this section, 
not less th an ' 0.5 percent of carbon 
dioxide is evolved. The' acid-reacting 
substance is added in sufficient quantity 
to neutralize the sodium bicarbonate. 
The combined weight of such acid-react­
ing substance and sodium bicarbonate is 
not more than 4.5 parts to each 100 parts 
of white com meal used.

(b) The method referred to in para­
graph (a) of this section is the method 
prescribed in “Official and Tentative 
Methods of Analysis of the Association 
of Official Agricultural Chemists,” 6th 
Edition, beginning on page 208 [Ed. note, 
10th edition, 1965, p. 119, secs. 7.002, 
7.003] under “Gasometric Method (2)
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with Chittick’s Apparatus—Official,” ex­
cept that the following procedure is sub­
stituted for the procedure specified there­
in under “17.6—Determination” :

(1) Weigh 17 grams of the official sam­
ple into flask A, add 15-20 glass beads 
(4-6 mm. diameter), and connect this 
flask with the apparatus (fig. 25). Open 
stopcock C and by means of the leveling 
bulk E bring the displacement solution 
to the 25 cc. graduation above the zero 
mark. (This 25 cc. is a partial allow­
ance for the volume of acid to be used 
in the decomposition.) Allow the ap­
paratus to stand 1-2 minutes to insure 
that the temperature and pressure 
within the apparatus are the same as 
those of the room. Close the stopcock, 
lower the leveling bulb somewhat to re­
duce the pressure within the apparatus, 
and slowly run into the decomposition 
flask from burette F 45 cc. of sulfuric 
acid (1+5). To prevent the liberated 
carbon dioxide from escaping through 
the acid burette into the air, keep the 
displacement solution in the leveling 
bulb at all times during the decomposi­
tion at a lower level than that in the 
gas-measuring tube. Rotate and then 
vigorously agitate the decomposition 
flask for 3 minutes' to mix the con­
tents intimately. Allow to stand for 10 
minutes to bring to equilibrium. Equal­
ize the pressure in the measuring tube 
by means of the leveling bulb and read 
the volume of gas from the zero point on 
the tube. Deduct 20 cc. from this read­
ing (this 20 cc. together with previous 
allowance of 25 cc. compensates for the 
45 cc. acid used in the decomposition). 
Observe the temperature of the air sur­
rounding the apparatus and also the 
barometric pressure and multiply the 
number of cc. of gas evolved by the fac­
tor given in Table. 44.30 [Ed. note, 10th 
edition, 1965, p. 887, sec. 43.028]—Refer­
ence Tables for the temperature and 
pressure observed. Divide the corrected 
reading by 100 to obtain the apparent 
percent by weight of carbon dioxide in 
the official sample.

(2) Correct the apparent percent of 
carbon dioxide to compensate for vary­
ing atmospheric conditions by immedi­
ately assaying a synthetic sample by the 
same method in the same apparatus.

(3) Prepare the synthetic sample with
16.2 grams of com meal, 0.30 gram of 
monocalcium phosphate, 0.30 gram of 
salt, and a sufficient quantity of sodium 
bicarbonate U.S.P. (dried over sulfuric 
acid) to yield the amount of carbon di­
oxide recovered in assay of official 
sample. Determine this quantity by 
multiplying weight of carbon dioxide 
recovered in assay of official sample by 
1.91.

(4) Divide the weight of carbon diox­
ide recovered from synthetic sample by 
weight of carbon dioxide contained in 
sodium bicarbonate used.

(5) Divide the quotient into the ap­
parent percent of carbon dioxide in of­
ficial sample to obtain percent of carbon 
dioxide evolved from the official sample.
§ 137.275 Yellow com  meal.

Yellow com meal conforms to the def­
inition and standard of identity pre-

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



/

14408

scribed by § 137.250 for white corn meal 
except that cleaned yellow com is used 
instead of cleaned white com.
§ 137.280 Bolted yellow corn meal.

Bolted yellow com meal conforms to 
the definition and standard of identity 
prescribed by § 137.255 for bolted white 
corn meal except that cleaned yellow 
corn is used instead of cleaned white 
com.
§ 137.285 Degerminated yellow corn 

meal.
Degerminated yellow com meal, de- 

germed yellow corn meal, conforms to 
the definition and standard of identity 
prescribed by § 137.265 for degerminated 
white com meal except that cleaned yel­
low corn is used instead of cleaned white 
com.
§ 137.290 Self-rising yellow com  meal.

Self-rising yellow com meal conforms 
to the definition and standard of identity 
prescribed by § 137.270 for self-rising 
white com meal except that yellow corn 
meal is used instead of white com meal.
§ 137.300 Farina.

Ca) Farina is the food prepared by 
grinding and bolting cleaned wheat, 
other than durum wheat and red durum 
wheat, to such fineness that, when tested 
by the method prescribed in paragraph
(b) (2) of this section, it passes through 
a No. 20 sieve, but not more than 3 per­
cent passes through a No. 100 sieve. I t  is 
freed from bran coat, or bran coat and 
germ, to such extent that the percent of 
ash therein, calculated to a moisture-free 
basis, is not more than 0.6 percent. Its 
moisture content is not more than 15 
percent.

(b) For the purposes of this section:
(1) Ash and moisture are determined 

by the methods therefor referred to in 
§ 137.105(c).

(2) The method referred to in para­
graph (a) of this section is as follows: 
Use No. 20 and No. 100 sieves, having 
standard 8-inch full-height frames, com­
plying with the specifications for wire 
cloth and sieve frames in “Standard 
Specifications for Sieves,” published 
March 1, 1940, in L. C. 584 of the United 
States Department of Commerce, Na­
tional Bureau of Standards. Fit a No. 20 
sieve into a No. 100 sieve. Attach bot­
tom pan to the No. 100 sieve. Pour 100 
grams of the sample into the No. 20 sieve. 
Attach cover and hold the assembly in a 
slightly inclined position with one hand. 
Shake the sieves by striking the sides 
against the other hand with an upward 
stroke, at the rate of about 150 times per 
minute. Turn the sieves about one- 
sixth of a revolution, each time in the 
same direction, after each 25 strokes. 
Continue shaking for 2 minutes. Weigh 
the material which fails to pass through 
the No. 20 sieve and the material which 
passes through the No. 100 sieve.
§ 137.305 Enriched farina.

(a) Enriched farina conforms to the 
definition and standard of identity pre­
scribed for farina by § 137.300, except 
that:
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(1) It contains in each pound not less 
than 2.0 milligrams and not more than
2.5 milligrams of thiamine, not less than
1.2 milligrams and not more than 1.5 
milligrams of riboflavin, not less than
16.0 milligrams and not more than 20.0 
milligrams of niacin or niacinamide, and 
not less than 13.0 milligrams of iron 
(Fe).

(2) Vitamin D may be added in such 
quantity that each pound of the finished 
enriched farina contains not less than 
250 U.S.P. units of the optional ingredient 
vitamin D.

(3) Calcium may be added in such 
quantity that each pound of the finished 
enriched farina contains not less than 
500 milligrams of the optional ingredient 
calcium (Ca).

(4) It may contain not more than 8 
percent by weight of the optional in­
gredient wheat germ or partly defatted 
wheat germ.

(5) (i) I t may contain not less than 
j0.5 percent and not more than 1 percent 
by weight of the optional ingredient di­
sodium phosphate; or

(ii) I t may be treated with one of the 
proteinase enzymes papain or pepsin to 
reduce substantially the time required 
for cooking. In such treatment papain 
or pepsin, in an amount not to exceed 
0.1 percent ,by weight, is added to the 
farina, which is moistened, warmed, and 
subsequently heated sufficiently to in­
activate the enzyme and to dry the prod­
uct to comply with the limit for moisture 
prescribed by § 137.300(a).

(6) In determining whether the ash 
content complies with the requirements 
of this section allowance is made for ash 
resulting from any added iron or salts 
of iron or calcium, or from any added 
disodium phosphate, or from any added 
wheat germ or partly defatted wheat 
germ.
Iron and calcium may be added only in 
forms which are harmless and assimila­
ble. Dried irradiated yeast may be used 
as a source of vitamin D. The sub­
stances referred to in paragraphs (a) 
Cl) and (2) of this section may be added 
in a harmless carrier which does not 
impair the enriched farina; such carrier 
is used only in thè quantity necessary 
to effect an intimate and uniform admix­
ture of such substances with the farina.

(b) (1) All optional ingredients used 
in the food shall be declared on the label 
as required by the applicable sections of 
Part 101 of this chapter.

(2) (i) Wl\en the optional ingredient 
disodium phosphate is used, the label 
shall bear the statement “Disodium 
phosphate added for quick cooking”.

(ii) When the proteinase enzyme 
treatment is used, the label shall bear 
the statement “Enzyme treated for 
quicker cooking”.

(3) Wherever the name of the food ap­
pears on the.label so conspicuously as to 
be easily seen under customary conditions 
of purchase, the statements prescribed by 
paragraph (b) (2) of this section shall 
immediately and conspicuously precede 
or follow such name without intervening 
written, printed, ot. graphic matter; ex­
cept that where the name of the food is a

part of a trademark or brand, then other 
written, printed, or graphic matter that 
is also a part of the trademark or brand 
may so intervene, if such statement is in 
such juxtaposition with the trademark or 
brand as to be conspicuously related to 
the name of the food.
§ 137.320 Semolina.

(a) Semolina is the food prepared by 
grinding and bolting cleaned durum 
wheat to such fineness that, when tested 
by the method prescribed in § 137.300(b)
(2), it passes through a No. 20 sieve, but 
not more than 3 percent passes through 
a No. 100 sieve. It is freed from bran 
coat, or bran coat and germ, to such 
extent that the percent of ash therein, 
calculated to a moisture-free basis, is 
not more than 0.92 percent. Its moisture 
content is not more than 15 percent.

(b) For the purpose of this section, 
ash and moisture are determined by the 
methods therefor referred to in § 137.105
(c).
§ 137.350 Enriched rice.

(a) The foods for which definitions 
and standards of identity are prescribed 
by this section are forms of milled rice 
(except rice coated with talc and glucose 
and known as coated rice), to which nu­
trients have been added so that each 
pound of the rice contains:

(1) Not less than 2.0 milligrams and 
not more than 4.0 milligrams of thia­
mine; not less than 1.2 milligrams and 
not more than 2.4 milligrams of ribo­
flavin; not less than 16 milligrams and 
not more than 32 milligrams of niacin or 
niacinamide; and not less than 13 milli­
grams and not more than 26 milligrams 
of iron (Fe).

(2) Each pound may contain not less 
than 250 U.S.P. units and not more than
1.000 U.S.P. units of vitamin D.

(3) Each pound may contain not less 
than 500 milligrams and not more than
1.000 milligrams of calcium (Ca). Cal­
cium carbonate derived from the use of 
this substance in milling rice, when pres­
ent in quantities that furnish less than 
500 milligrams of calcium (Ca) per 
pound, is considered a normal ingredient 
of the milled rice used and not an option­
al ingredient of the enriched rice unless 
such enriched rice is labeled to show 
it contains the optional ingredient cal­
cium. Iron and calcium may be added 
only in forms that are harmless and 
assimilable. The vitamins referred to in 
paragraphs (a) (1) and (2) of this sec­
tion may be combined with harmless 
substances to render them insoluble in 
water, if the water-insoluble products 
are assimilable.

(4) In the case of enriched parboiled 
rice, butylated hydroxytoluene m ay be 
added as an optional ingredient in an 
amount not to exceed 0.0033 percent by 
weight of the finished food.

(b) The substances referred to in par­
agraph (a) (1), (2), and <3) of this 
section may be added in a harmless car­
rier. Such carrier is used only in the 
quantity necessary to effect an intimate 
and uniform mixture of such substances 
with the rice.
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(c) Unless the label of the food bears 
the statement “To retain vitamins do 
not rinse before or drain after cooking” 
immediately preceding or following the 
name of the food and in letters not less 
than one-fourth the point size of type 
used for printing the name of the food 
(but in no case less than 8-point type) 
and the label bears no cooking directions 
calling for washing or draining, or unless 
the food is precooked and it is packaged 
in consumer packages which are con­
spicuously and prominently labeled with 
directions for preparation which, if fol­
lowed, will avoid washing away or drain­
ing off enriching ingredients, the sub­
stances named in paragraph (a) (1), (2), 
and (3) of this section shall be present in 
such quantity or in such form that when 
the enriched rice is washed as prescribed 
in paragraph (e) of this section, the 
washed rice contains not less than 85 
percent of the minimum quantities of the 
substances named in paragraph (a) (1) 
of this section, as required for enriched 
rice; and in case any optional ingredients 
named in paragraph (a) (2) and (3) of 
this section are used, the washed rice also 
contains not less than 85 percent of the 
minimum quantity specified for the sub­
stance or substances used.

(d) The name specified for each food 
for which a definition and standard of 
identity is prescribed by this section is 
the common name of the kind of milled 
rice to which the enriching substances 
are added, preceded by the word “en­
riched” as, for example, “Enriched rice” 
or “Enriched parboiled rice”.

(e) The method referred to in para­
graph (c) of this section is as follows: 
Mix the contents of one or more contain­
ers and transfer % pound thereof to a
4-liter flask containing 2 liters of dis­
tilled water a t room temperature (but 
not below 20° C). Stopper the flask and 
swirl it moderately for V2 minute so that 
the rice is in motion and in uni­
form suspension. Allow the rice to 
settle for l/2 minute, then pour off 1,600 
milliliters of the water, together with 
any floating and suspended matter, and 
discard. To the contents of the flask, 
add 1,600 milliliters of distilled water and 
20 milliliters of 10 N hydrochloric acid. 
Agitate vigorously and wash down the 
sides of the flask with 150 milliliters of 
0.1 N hydrochloric acid. In order to 
avoid excess foaming during the extrac­
tion, heat the mixture slowly to about 
100° C, agitate agently if necessary, and 
maintain at this temperature until air 
is expelled. Again wash down the sides 
of the flask with 150 milliliters of 0.1 N 
hydrochloric acid. Heat the mixture in 
an autoclave at 120° C to 123° C for 
30 minutes, remove and cool to room 
temperature. Dilute the mixture with 
distilled water so that the total volume 
is 2,500 milliliters. Swirl the flask, and 
while the solids are in uniform suspen­
sion pour off about 250 milliliters of the 
mixture for later determination of iron 
(and calcium, if this is to be deter­
mined) . With filter paper that has been 
shown not to adsorb thiamine, ribo­
flavin, or niacin, filter enough of the 
remaining mixture for determination of

thiamine, riboflavin, and niacin. (In 
the case of a mixture difficult to filter, 
centrifuging or filtering through fritted 
glass, or both, using a suitable analytical 
filter-aid, may be substituted for, or may 
precede, filtering through paper.) Di­
lute an aliquot of filtrate with 0.1 N hy­
drochloric acid, so that each milliliter 
contains about 0.2 microgram of thia­
mine, and determine thiamine by the 
method entitled “Rapid Fluorometric 
Method—Official,” beginning with sec­
tion 38.32 of the book “Official Methods 
'Of Analysis of the Association of Official 
Agricultural Chemists,” 8th Edition, 
1955. [Ed. note, 10th edition, 1965, p. 
761, sec. 39.028.1 With a suitable aliquot 
determine riboflavin by the method en­
titled “Fluorometric Method—Official” 
in the same book, beginning with the 
third sentence of the second paragraph 
in section 38.35(a), “Adjust, with vigor­
ous agitation * * [Ed. note, 10th 
edition, 1965, p. 762, sec. 39.035.1 De­
termine niacin in a 200-milliliter aliquot 
of the filtrate by the method entitled 
“Chemical Method—Official” in the same 
book, beginning in the second sentence 
of the first paragraph in section 38.47
(a), “adjust to pH 4.5 with * * *.” [Ed. 
note, 10th edition, 1965, p. 763, sec.. 
39.038.1 Evaporate to dryness a 100- 
milliliter aliquot of the nonfiltered ma­
terial withdrawn while agitating, and 
determine iron using the method on page
208 of the same book entitled “Iron—Of­
ficial,” [Ed. note, 10th edition, 1965, p. 
192, secs. 13.011-13.0131 and, if required, 
determine calcium as directed, on page
209 of the same book, entitled “Cal­
cium—Official.” [Ed. note, 10th edition, 
1965, p. 193, sec. 13.014.1

(f) When the optional ingredient 
specified in paragraph (a) (4) of this sec­
tion is added, the statement “Butylated 
hydroxy toluene added as a preservative” 
shall be placed on the label prominently 
and with such conspicuousness (as com­
pared with other words, statements, de­
signs, or devices in the label) as to render 
it likely to be read and understood by 
the ordinary individual under customary 
conditions of purchase.

N o t e : The Order of the Commissioner of 
Food and Drugs appearing at 23 F.R. 1170, 
Feb. 25, 1958, amending paragraphs (a)(1) 
and (c) provides in part as follows: The 
regulations in  § 137.350 (formerly § 15.525) 
are stayed insofar as they require each pound 
of the food to contain not less than 1.2 milli­
grams and not more than 2.4 milligrams of 
riboflavirr. This stay shall continue until final 
action is taken disposing of the objections, 
after public hearing thereon.

PART 139— MACARONI AND NOODLE 
PRODUCTS

Subpart A—[Reserved]
Subpart B— Requirements for Specific 

Standardized Macaroni and Noodle Products
139.110 Macaroni products.
139.115 Enriched macaroni products.
139.117 Enriched macaroni products with 

fortified protein.
139.120 Milk macaroni products.
139.121 Nonfat milk macaroni products.
139.122 Enriched nonfat milk macaroni

products.

139.125 Vegetable macaroni products. 
139.135 Enriched vegetable macaroni prod­

ucts.
139.138 Whole wheat macaroni products. 
139.140 Wheat and soy macaroni products. 
139.150 Noodle products.
139.155 Enriched noodle products.
139.160 Vegetable noodle products.
139.165 Enriched vegetable noodle products. 
139.180 Wheat and Soy noodle products.

A u t h o r i t y : Secs. 401, 701, 52 Stat. 1046, as 
amended, 1055-1056, as amended (21 U.S.C. 
341, 371).

Subpart A— [Reserved]
Subpart B— Requirements for Specific

Standardized Macaroni and Noodle
Products

§ 1 3 9 .1 1 0  Macaroni products.
(a> Macaroni products are the class of 

food each of which is prepared by drying 
formed units of dough made from semo­
lina, durum flour, farina, flour, or any 
combination of two or more of these, 
with water and with or without one or 
more of the optional ingredients speci­
fied in paragraphs (a) (1) to (6), in ­
clusive, of this section.

(1) Egg white, frozen egg white, dried 
egg white, or any two or all of these, 
in such quantity that the solids thereof 
are not less than 0.5 percent and not 
more than 2.0 percent of the weight of 
the finished food.

(2) Disodium phosphate, in a quantity 
not less than 0.5 percent and not more 
than 1.0 percent of the weight of the 
finished food.

(3) Onions, celery, garlic, bay leaf, or 
any two or more of these, in a quantity 
which seasons the food.

(4) Salt, in a quantity which seasons 
the food.

(5) Gum gluten, in such quantity that 
the protein content of the finished food 
is not more than 13 percent by weight. 
The finished macaroni product con­
tains not less than 87 percent of total 
solids as determined by the method pre­
scribed in '“Official and Tentative Meth­
ods of Analysis of the Association of 
Official Agricultural Chemists,” Fifth 
edition, 1940, page 235 [Ed. note, 10th 
edition, 1965, p. 209, sec. 13.1151, under 
“Vacuum Oven Method—Official.”

(6) Concentrated glyceryl monostea­
rate (containing not less than 90 per­
cent monoester), in a quantity not ex­
ceeding 2 percent by weight of the 
finished food.

(b) Macaroni is the macaroni prod­
uct the units of which are tube-shaped 
and more than 0.11 inch but not more 
than 0.27 inch in diameter.

(c) Spaghetti is the macaroni prod­
uct the units of which are tube-shaped 
or cord-shaped (not tubular) and more 
than 0.06 inch but hot more than 0.11 
inch in diameter.

(d) Vermicelli is the macaroni product 
the units of which are cord-shaped (not 
tubular) and not more than~0.06 inch 
in diameter.

(e) The name of each food for which 
a definition and standard of identity is 
prescribed by this section is “Macaroni 
product”; or alternatively, the name is 
“Macaroni”, “Spaghetti”, or “Vermi-
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cell!”, as the case may be, when the 
u nits of the food are of the shapes and 
sizes specified in paragraph (b), (c), or
(d), respectively, of this section.

(f) (1) When disodium phosphate is 
used the label shall bear the statement 
“Disodium phosphate added for quick 
cooking”.

(2) When any ingredient specified in
paragraph (a) (3) of this section is used 
the label shall bear the statement “Sea­
soned w ith_____ ”, the blank being filled
in with the common name of the ingre­
dient; or in the case of bay leaves the 
statement “Spiced”, “Spice added”, or 
“Spiced with bay leaves”.

(3) When the ingredient specified in 
paragraph (a) (6) of this section is used, 
the label shall bear the statement 
“Glyceryl monostearate added” or the 
statement “With added glyceryl mono­
stearate”.

(4) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the words and state­
ments prescribed in this section, show­
ing the optional ingredients used, shall 
immediately and conspicuously precede 
or follow, or in part precede and in part 
follow, such name, without intervening 
written, printed, or graphic matter.
§ 139.115 Enriched macaroni products.

(a) Enriched macaroni products are 
the class of food each of which conforms 
to the definition and standard of identity 
and is subject to the requirements for 
label statement of optional ingredients, 
prescribed for macaroni products by 
§ 139.110 (a) and (f), except that:

(1) Each such food contains in each 
pound not less than 4 mg. and not more 
than 5 mg. of thiamine, not less than 1.7 
mg. and not more than 2.2 mg. of ribo­
flavin, not less than 27 mg. and not more 
than 34 mg. of niacin or niacinamide, and 
not less than 13 mg. and not more than
16.5 mg. of iron (Fe) ;

(2) Each such food may also contain 
as an optional ingredient added vitamin 
D in such quantity that each pound of the 
finished food contains not less than 250 
U. S. P. units and not more than 1000 
U. S. P. units of vitamin D.

(3) Each such food may also contain 
as an optional ingredient added calcium 
in such quantity that each pound of the 
finished food contaihs not less than 500 
mg. and not more than 625 mg. of cal­
cium (Ca) ;

(4) Each such food may also contain 
as an optional ingredient partly defatted 
wheat germ but the amount thereof does 
not exceed 5 percent of the weight of the 
finished food;

(5) Each such food may be supplied, 
wholly or in part, with the prescribed 
quantity of any substance referred to in 
paragraphs (a) (1), (2), and (3) of this 
section through the use of dried yeast, 
dried toruia yeast, partly defatted wheat 
germ, enriched farina, or enriched flour, 
or through the direct additions of any of 
the substances prescribed in paragraphs
(a) (1), (2), and (3) of this section.
Iron and calcium may be added only in 
forms which are harmless and assim­

ilable. The substances referred to in 
paragraphs (a) (1) and (2) of this sec­
tion may be added in a harmless carrier 
which does not impair the enriched mac­
aroni product, such carrier being used 
only in the quantity reasonably necessary 
to effect an intimate and uniform dis­
tribution of such substances in the fin­
ished enriched macaroni product.

(b) Enriched macaroni is the en­
riched macaroni product the units of 
which conform to the specifications of 
shape and size prescribed for macaroni 
by § 139.110(b).

(c) Enriched spaghetti is the enriched 
macaroni product the units of which 
conform to the specifications of shape 
and size prescribed for spaghetti by 
§ 139.110(c).

(d) Enriched vermicelli is the en­
riched macaroni product the units of 
which conform to the specifications of 
shape and size prescribed for vermicelli 
by § 139.110(d).

(e) The name of each food for which 
a definition and standard of identity is 
prescribed by this section is “Enriched 
Macaroni product”; or alternatively, the 
name is “Enriched macaroni”, “Enriched 
spaghetti”, or “Enriched vermicelli”, as 
the case may be, when the units of the 
food comply with the requirements of 
paragraphs (b), (c), or (d) respectively 
of this section.
§ 139.117 Enriched macaroni products 

with fortified protein.
(a) (1) Each of the foods for which 

a standard of identity is prescribed by 
this section is produced by drying formed 
units of dough made with one or more of 
the milled wheat ingredients designated 
in §§ 139.110(a) and 139.138(a), and 
other ingredients to enable the finished 
food to meet the protein requirements 
set out in paragraph (a) (2) (i) of this 
section. Edible protein sources, including 
food grade flours or meals made from 
nonwheat cereals or from oilseeds, may 
be used. Vitamin and mineral enrich­
ment nutrients are added to bring the 
food into conformity with the require­
ments of paragraph (b) of this section. 
Safe and suitable ingredients, as pro­
vided for in paragraph (c). of this sec­
tion, may be added. The proportion of 
the milled wheat ingredient is larger 
than the proportion of any other ingre­
dient used.

(2) Each such finished food, when 
tested by the methods described in the 
cited sections of the book “Official 
Methods of Analysis of the Association 
of Official Analytical Chemists,” 11th 
edition, 1970, meets the following speci­
fications :

(i) The protein content (NX6.25) is 
not less than 20 percent by weight (on 
a 13 percent moisture basis) as deter­
mined by the method in section 14.134. 
The protein quality is not less than 95 
percent that of casein as determined on 
the cooked food by the method in sec­
tions 39.166 through 39.170 of the official 
methods.

(ii) The total solids content is not less 
than 87 percent by weight as determined 
by the method in section 14.125 of the 
official methods.

(b) (1) Each food covered by this sec­
tion contains in each pound 5 milligrams 
of thiamin, 2.2 milligrams of riboflavin, 
34 milligrams of niacin or niacinamide, 
and 16.5 milligrams of iron.

(2) Each pound of such food may also 
contain 625 milligrams of calcium.

(3) Iron and calcium may be added 
only in forms which are harmless and 
assimilable. The enrichment nutrients 
may be added in a harmless carrier used 
only in a quantity necessary to effect a 
uniform distribution of the nutrients in 
the finished food. The requirements of 
paragraphs (b) (1) and (2) of this sec­
tion shall be deemed to have been met 
if reasonable overages, within the limits 
of good manufacturing practice, are' 
present to assure that the prescribed 
levels of the vitamins and mineral (s) 
are maintained throughout the expected 
shelf life of the food under customary 
conditions of distribution.

(c) The safe and suitable ingredients 
referred to in paragraph (a) of this sec­
tion are ingredients that serve a useful 
purpose, e.g., to fortify the protein or 
facilitate production of the food, but they 
do not include color additives, artificial 
flavorings, artificial sweeteners, chemical 
preservatives, or starches. Ingredients 
deemed suitable for use by this para­
graph are added in amounts that are not 
in excess of those reasonably required to 
achieve their intended purposes. Ingredi­
ents are deemed to be safe if they are not 
food additives within the meaning of sec­
tion 201 (s) of the Federal Food, Drug, 
and Cosmetic Act, or in case they are 
food additives, if they are used in con­
formity with regulations established pur­
suant to section 409 of the act.

(d ) (1) The name of any food covered 
by this section is “Enriched Wheat
_____ _____  Macaroni Product—with
Fortified Protein”, the blank being filled 
in with appropriate word(s) such as 
“Soy” to show the source of any flours 
or meals used that were made from non­
wheat cereals or from oilseeds, m  lieu of 
the words “Macaroni Product” the word 
“Macaroni”, “Spaghetti”, or “Vermicel­
li”, as appropriate, may be used if the 
units conform in shape and size to the 
requirements of § 139.110 (b), (c), or (d).

(2) When any ingredient, not desig­
nated in the part of the name prescribed 
in paragraph (d)(1) of this section, is 
added in such proportion as to contribute 
10 percent or more of the quantity of 
protein contained in the finished food, 
the name shall include the statement 
“Made w ith_____:___the blank be­
ing filled in with the name of each such 
ingredient, e.g., “Made with nonfat 
milk”.

(3) When, in conformity with para­
graph (d) (1) or (2) of this section, two 
or more ingredients are listed in the 
name, their designations shall be ar­
ranged in descending order of predomi­
nance by weight.

(4) In the case of a food made to com­
ply with another section of this part, but 
which also meets the compositional re­
quirements of this section, It may alter­
natively bear the name set out in that 
other section.
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(e) The common name of each of the 
ingredients used shall be declared on the 
label as required by the applicable sec­
tion of Part 101 of this chapter. Further, 
the declaration of ingredients as set 
forth in this paragraph, shall appear in 
letters not less than one-half the size 
of that required by § 101.105 of this chap­
ter for the declaration of net quantity of 
contents, and in no case less than one- 
sixteenth of an inch in height.
§ 139.120 Milk macaroni products.

(a) Milk macaroni products are the 
class of food each of which conforms 
to the definition and standard of iden­
tity, and is subject to the requirements 
for label statement of optional ingredi­
ents, prescribed for macaroni products 
by § 139.110 (a) and (f) (2) and (3), ex­
cept that: .

(1) Milk is used as the sole moisten­
ing ingredient in preparing the dough; or 
in lieu of milk one or more of the milk 
ingredients specified in paragraph (f) of 
this section is used, with or without 
water, in such quantity that the weight 
of milk solids therein is not less than 3.8 
percent of the weight of the finished milk 
macaroni product; and

(2) None of the optional ingredients 
permitted by § 139.110(a) (1) and (2) is 
used. When the optional ingredient gum 
gluten (§ 139.110(a) (5)) is added, the 
quantity is such that the protein derived 
therefrom, together with the protein de­
rived from semolina, durum flour, farina, 
flour, or any combination of these used, 
does not exceed 13 percent of the weight 
of the finished food.

(b) Milk macaroni is the milk mac­
aroni product the units of which con­
form to the specifications of shape and 
size prescribed for macaroni by § 139.110
(b) .

(c) Milk spaghetti is the milk mac­
aroni product the units of which con­
form to the specifications of shape and 
size prescribed for spaghetti by § 139.110
(c) .

(d) Milk vermicelli is the milk mac­
aroni product the units of which con­
form to the specifications of shape and 
size prescribed for vermicelli by § 139.110
(d) .

(e) The name of each food for which 
a definition and standard of identity is 
prescribed by this section is “Milk Mac­
aroni Product” ; or alternatively, the 
name is “Milk macaroni”, “Milk spa­
ghetti”, or “Milk vermicelli”, as the case 
may be, when the units of the food com­
ply with the requirements of paragraph
(b), (c), or (d), respectively, of this 
section.

(f) The milk ingredients referred to 
in paragraph (a) (1) of this section are 
concentrated milk, evaporated milk, 
dried milk, and a mixture of butter with 
skim milk, concentrated skim milk, 
evaporated skim milk, nonfat dry milk 
(dried skim milk), or any two or more 
of these, in such proportion that the 
weight of nonfat milk solids in such mix­
ture is not more than 2.275 times the 
weight of milk fat therein.

§ 139.121 Nonfat m ilk macaroni prod­
ucts.

(a) Each of the macaroni products 
made with nonfat milk for which a defi­
nition and standard of identity is pre­
scribed by this section conforms to the 
definition and standard of identity, and 
is subject to the requirements for label 
statement of optional ingredients, pre­
scribed for macaroni products by 
§ 139.110 (a) and (f) (2), (3), and (4), 
except that:

(1) (i) In preparing the dough, non­
fat dry milk or concentrated skim milk, 
or a mixture of these, is used in an 
amount such that the finished macaroni 
product made with nonfat milk contains 
by weight not less than 12 percent and 
not more than 25 percent of milk solids- 
not-fat. Carrageenan or salts of carra­
geenan conforming to the requirements 
of § 172.620 and § 172.626 of this chap­
ter may be used in a quantity not in 
excess of 0.833 percent by weight of the 
milk solids-not-fat used.

(ii) When the ingredient carrageenan 
or the salts of carrageenan specified in 
paragraph (a) (1) (i) of this section is 
used, the label shall bear the statement, 
“Carrageenan added” or “Salts of car­
rageenan added” or the statement “With 
added carrageenan” or “With added salts 
of carrageenan”, in the manner further 
prescribed by § 139.110(f) (4).

(2) None of the optional ingredients 
permitted by § 139.110(a) (1), (2), and
(5) are used.

(b) The name of each food for which 
a definition and standard of identity is 
prescribed by this section is “Macaroni 
products made with nonfat milk” or, 
alternatively, the name is “Macaroni 
made with nonfat milk”, “Spaghetti 
made with nonfat milk”, or “Vermicelli 
made with nonfat milk”, as the case may 
be when the units of the food conform 
to the specifications of shape and size 
prescribed by § 139.110 (b), (c), or (d), 
respectively.
§ 139.122 Enriched nonfat milk maca­

roni products.
(a) Each of the enriched macaroni 

products made with nonfat milk for 
which a definition and standard of 
identity is prescribed by this section con­
forms to the definition and standard of 
identity, and is subject to the require­
ments for label statement of optional in­
gredients, prescribed for macaroni prod­
ucts by § 139.110 (a) and (f) (2), (3), 
and (4), except that:

(1) (i) h i preparing the dough, non­
fat dry milk or concentrated skim milk, 
or a mixture of these, is used in an 
amount such that the finished enriched 
macaroni product rriade with nonfat milk 
contains by weight not less than 12 per­
cent and not more than 25 percent of 
milk solids-not-fat. Carrageenan or the 
salts of carrageenan conforming to the 
requirements of § 172.620 and § 172.626 
of this chapter may be used in a quantity 
not in excess of 0.833 percent by weight 
of the milk solids-not-fat used.

(ii) When the ingredient carrageenan 
or the salts of carrageenan specified in 
paragraph (a )(l)  (i) of this section is 
used, the label shall bear the statement, 
“Carrageenan added” or “Salts of car­
rageenan added” or the statement “With 
added carrageenan” or “With added salts 
of carrageenan”, in the manner further 
prescribed by § 139.110(f) (4).

(2) None of the optional ingredients 
permitted by § 139.110(a) (1), (2), and
(5) are used.

(3) Each such food contains in each 
pound not less than 4 milligrams and not 
more than 5 milligrams of thiamine, not 
less than 1.7 milligrams and not more 
than 2.2 milligrams of riboflavin, not less 
than 27 milligrams and not more than 34 
milligrams of niacin or niacinamide, and 
not less than 13 milligrams and not more 
than 16.5 milligrams of iron (Fe). These 
substances may be added through direct 
addition or wholly or in part through the 
use of dried yeast, dried torula yeast, 
partly defatted wheat germ (as provided 
for in paragraph (a) (4) of this section), 
enriched farina, or enriched flour. They 
may be added in a harmless carrier, such 
carrier being used only in the quantity 
reasonably necessary to effect an inti­
mate and uniform distribution of sqch 
substances in the finished food. Iron may 
be added only in a form that is harmless 
and assimilable.

(4) Each such food may also contain 
as an optional ingredient partly defatted 
wheat germ, but the amount thereof does 
not exceed 5 percent by weight of the 
finished food.

(b) The name of each food for which 
a definition and standard of identity is 
prescribed by this section is “Enriched 
macaroni product made with nonfat 
milk” or, alternatively, the name is “En­
riched macaroni made with nonfat 
milk”, “Enriched spaghetti made with 
nonfat milk”, or “Enriched vermicelli 
made with nonfat milk,” as the case may 
be when the units of the food conform to 
the specifications of shape and size pre­
scribed by § 139.110 (b), (c), or (d), re­
spectively.
§ 139.125 Vegetable macaroni products.

(a) Vegetable macaroni products are 
the clavs of food each of which con­
forms to the definition and standard of 
identity, and is subject to the require­
ments for label statement of optional 
ingredients, prescribed for macaroni 
products by § 139.110 (a) and (f) (2) and
(3), except that:

(1) Tomato (of any red variety), arti­
choke, beet, carrot, parsley, or spinach 
is added in such quantity that the solids 
thereof is not less than 3 percent by 
weight of the finished vegetable maca­
roni product (the vegetable used may be 
fresh, canned, dried, or in the form of 
puree or paste); and

(2) None of the optional ingredients 
permitted by § 139.110(a) <1) and (2) is 
used. When the optional ingredient grfth 
gluten (§ 139.110(a)(5)) is added, the 
quantity is such that the protein derived 
therefrom, together with the protein de-
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rived from the semolina, durum flour, 
farina, flour or any combination of these 
used, does not exceed 13 percent of the 
weight of the finished food.

(b) Vegetable macaroni is the vege­
table macaroni product the units of 
which conform to the specifications of 
shape and size prescribed for macaroni 
by § 139.110(b).

(c) Vegetable spaghetti is the vege­
table macaroni product the units of 
which conform to the specifications of 
shape and size prescribed for spaghetti 
by § 139.110(c). ~ '

(d) Vegetable vermicelli is the vege­
table macaroni product, the units of 
which conform to the specifications of 
shape and size prescribed for vermicelli 
by § 139.110(d).

(e) The name of each food for which
a definition and standard of identity is 
prescribed by this section is “_____ mac­
aroni product”, the blank being filled in 
with the name whereby the vegetable 
used is designated in paragraph (a) of 
this section; or alternatively, the name is
“_____ macaroni”, ____ spaghetti”,
or “_____ vermicelli”, as the case may
be, when the units of the food comply 
with the requirements of paragraph (b),
(c), or (d), respectively, the blank in 
each instance being filled in with the 
name whereby the vegetable used is des­
ignated in paragraph (a) of this section.
§ 139.135 Enriched vegetable macaroni 

products.
(a) Each of the macaroni products 

for which a definition and standard of 
identity is prescribed by this section con­
forms to the definition and standard of 
identity and is subject to the require­
ments for label statement of optional 
ingredients prescribed for macaroni 
products by § 139.110 (a) and (f), and in 
addition is enriched to meet the require­
ments prescribed for enriched macaroni 
products by § 139.115 and contains a veg­
etable ingredient in compliance with the 
requirements prescribed for vegetable 
macaroni products by § 139.125.

(b) The name of each food for which
a definition and standard of identity is 
prescribed by this section is “Enriched 
________ macaroni product”, or, alter­
natively, the name is “Enriched _______
macaroni”, “Enriched --------- -— spa­
ghetti”, or “Enriched------------- vermi­
celli”, when the units comply with the 
shape and size requirements prescribed 
for macaroni, spaghetti, or vermicelli in 
§ 139.110 (b), (c), or (d). The blank in 
each instance is filled in with the name 
of the vegetable used, as specified in 
§ 139.125(a). For example, the name of 
an enriched macaroni product containing 
the prescribed amount of spinach and 
made in units not conforming in shape 
and size to the requirements for maca­
roni, spaghetti, or vermicelli is “En­
riched spinach macaroni product”.
§ 139.138 ~Whole wheat macaroni prod­

ucts.
(a) Whole wheat macaroni products 

are the class of food each of which con­
forms to the definition and standard of 
identity, and Is subject to the require­
ments for label statement of optional

ingredients, prescribed for macaroni 
products by § 139.110 (a) and (f) (2) 
and (3>, except that:

(1) Whole wheat flour or whole durum 
wheat flour or both are used as the sole 
wheat ingredient; and

(2) None of the optional ingredients 
permitted by § 139.110 (a) (1), (2), and
(5) is used.

(b) Whole wheat macaroni is the 
whole wheat macaroni product the units 
of which conform to the specifications of 
shape and size prescribed for macaroni 
by § 139.110(b).

(c) Whole wheat spaghetti is the 
whole wheat macaroni product the units 
of which conform to the specifications of 
shape and size prescribed for spaghetti 
by § 139.110(c).

(d) Whole wheat vermicelli is the 
whole wheat macaroni product the units 
of which conform to the specifications 
of shape and size prescribed for vermi­
celli by § 139.110(d).'

(e) The name of each food for which 
a definition and standard of identity is 
prescribed by this section is “Whole 
wheat macaroni product”; or alterna­
tively, the name is “Whole wheat maca­
roni”, “Whole wheat spaghetti”, or 
“Whole wheat vermicelli”, as the case 
may be, when the units of the food com­
ply with the requirements of paragraph
(b), (c), or (d), respectively, of this 
section.
§ 139.140 Wheat and soy macaroni 

products.
(a) Wheat and soy macaroni prod­

ucts are the class of food each of which 
conforms to the definition and standard 
of identity, and is subject to the require­
ments for label statement of optional in­
gredients, prescribed for macaroni prod­
ucts by § 139.110 (a) and (f) (2) and
(3), except that:

(1) Soy flour is added in a quantity 
not less than 12.5 percent of the com­
bined weight of the wheat and soy in­
gredients used (the soy flour used is 
made from heat-processed, dehulled soy­
beans, with or without the removal of 
fat therefrom); and

(2) None of the optional ingredients 
permitted by § 139.110(a) (1) and (2) is 
used. When the optional ingredient gum 
gluten (§ 139.110(a)(5)) is added, the 
quantity is such that the protein derived 
therefrom, together with the protein de­
rived from semolina, durum flour, farina, 
flour or any combination of these used, 
does not exceed 13 percent of the weight 
of title finished food.

(b) Wheat and soy macaroni is the 
wheat and soy macaroni product the 
units of which conform to the specifica­
tions of shape and size prescribed for 
macaroni by § 139.110(b).

(c) Wheat and soy spaghetti is the 
wheat and soy macaroni product the 
units of which conform to the specifica­
tions of shape and size prescribed for 
spaghetti by § 139.110(c) .

(d) Wheat and soy vermicelli is the 
wheat and soy macaroni product the 
units of which conform to the specifica­
tions of shape and size prescribed for 
vermicelli by § 139.110(d).

(e) The name of each food for which 
a definition and standard of identity is

prescribed by this section is “Wheat and 
soy macaroni product”, “Wheat and soy­
bean macaroni product”, “__________
and soy macaroni product”, or “______
and soybean macaroni product”, the 
blank in each instance being filled in 
with the name whereby the wheat in­
gredient used is designated in § 139.110
(a )  ; or alternatively, the name is 
“Wheat and soy macaroni”, “Wheat and
soybean macaroni”, “________and soy
macaroni”, or ___ _ and soybean mac­
aroni” when the units of the food com­
ply with the requirements of paragraph
(b) of this section; or “Wheat and soy
spaghetti”, “Wheat and soybean spa­
ghetti”, “___ ____ and soy spaghetti”, or
“---------- and soybean spaghetti” when
such units comply with the require­
ments of paragraph (c) of this section; 
or “Wheat and soy vermicelli”, “Wheat
and soybean vermicelli”, “_______ and
soy vermicelli”, or “_____ and soybean
vermicelli” when such units comply with 
the requirements of paragraph (d) of 
this section, the blank In each instance 
being filled in with the name whereby 
the wheat ingredient used is designated 
in § 139.110(a).
§ 139.150 Noodle products.

(a) Noodle products are the class of 
food each of which is prepared by drying 
formed units of dough made from semo­
lina, durum flour, farina, flour, or any 
combination of two or more of these, 
with liquid eggs, frozen eggs, (hied eggs, 
egg yolks, frozen yolks, dried yolks, or any 
combination of two or more of these, 
with or without water and with or with­
out one or more of the optional ingredi­
ents specified in paragraph (a) (1) to
(4) of this section inclusive:

(1) Onions, celery, garlic, bay leaf, or 
any two or more of these, in a quantity 
which seasons the food.

(2) Salt, in a quantity which seasons 
the food.

(3) Gum gluten, in such quantity that 
the protein derived therefrom, together 
with the protein derived from semolina, 
durum flour, farina, flour or any combi­
nation of these used, does not exceed 13 
percent of the weight of the finished 
.food.

(4) Concentrated glyceryl monostea­
rate (containing not less than 90 percent 
monoester) in a quantity not exceeding 
2 percent by weight of the finished food. 
The finished noodle product contains 
not less than 87 percent of total solids 
as determined by the method prescribed 
in “Official and Tentative Methods of 
Analysis of the Association of Official 
Agricultural Chemists,” Fifth Edition, 
1940, page 235 [Ed. note, 10th edition, 
1965, p. 209, sec. 13.1151, under “Vacuum 
Oven Method—Official/’ The total solids 
of noodle products contains not less than
5.5 percent by weight of the solids of 
egg, or egg yolk.

(b) Noodles, egg noodles, is the noodle 
product the units of which are ribbon- 
shaped.

(c) Egg macaroni is the noodle prod­
uct the units of which are tube-shaped 
and more than 0.11 Inch but not more 
than 0.27 inch in diameter."
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(d) Egg spaghetti is the noodle prod­
uct the units of which are tube-shaped 
or cord-shaped (not tubular) and more 
than 0.06 inch but not more than 0.11 
inch in diameter.

(e) Egg vermicelli is the noodle prod­
uct the units of which are cord-shaped 
(not tubular) and not more than 0.06 
inch in diameter.

(f) The name of each food for which 
a definition and standard of identity is 
prescribed by this section is “Noodle 
product’’ or “Egg noodle product”; or 
alternatively, the name is "Noodles” or 
“Egg noodles”, “Egg macaroni”, “Egg 
spaghetti”, or “Egg vermicelli”, as the 
case may. be, when the units of the food 
are of the shapes.and sizes specified in 
paragraph (b), (c), (d), or (e), respec­
tively, of this section.

(g) (1) When any ingredient specified 
in paragraph (a) (1) of this section is 
used, the label of the noodle product 
shall bear the statement “Seasoned with
________ ”, tiie blank being filled in
with the common name of the ingredi­
ent; or in the case of bay leaves, the 
statement “Spiced”, “Spice added”, or 
“Spiced with hay leaves”,

(2) When the ingredient specified in 
paragraph (a) (4) of this section is used, 
the label shall bear the statement “Glyc­
eryl monostearate added” or the state­
ment “With added glyceryl monostea­
rate”.

(h) Wherever the name of the food 
appears on such label so conspicu­
ously as to be easily seen under custom­
ary conditions of purchase, the words 
and statements prescribed in this sec­
tion, showing the ingredients used shall 
immediately and conspicuously precede 
or follow, or in part precede and in part 
follow, such name without intervening 
written, printed, or other graphic matter.
§ 139.155 Enriched noodle products.

(a) Enriched noodle products are the 
class of food each of which conforms 
to the definition and standard of iden­
tity, and is subject to the requirements 
for label statement of optional ingredi­
ents, prescribed for noodle products by 
§ 139.150 (a) and (g), except that:

(1) Each such food contains in each 
pound not less than 4 mg. and not more 
than 5 mg. of thiamine, not less than 1.7 
mg. and not more than 2.2 mg. of ribo­
flavin, not less than 27 mg. and not more 
than 34 mg. of niacin or niacinamide, 
and not less than 13 mg. and not more 
than 16.5 mg. of iron (Fe);

(2) Each such food may also contain 
as an optional ingredient added vitamin 
D in such quantity that each pound of 
the finished food contains not less than 
250 U.S.P. units and not more than 1000 
U.S.P. units of vitamin D;

(3) Each such food may also contain 
as an optional ingredient added calcium 
in such quantity that each pound of the 
finished food contains not less than 500 
mg. and not more than 625 mg. of cal­
cium (Ca);

(4) Each such food may also contain 
as an optional ingredient partly defatted 
wheat germ, but the amount thereof does

RULES AND REGULATIONS

not exceed 5 percent of the weight of the 
finished food;

(5) Each such food may be supplied, 
wholly or in part, with the prescribed 
quantity of any substance referred to in 
paragraphs (a) (1), (2), and (3) of this 
section through the use of dried yeast, 
dried torula yeast, partly defatted wheat 
germ, enriched farina, or enriched flour, 
or through the direct additions of any of 
the substances prescribed in paragraphs
(a) (1), (2), and (3)' of this section.
Iron and calcium may be added only 
in forms which are harmless and assim­
ilable. The substances referred to in 
paragraph (a) (1) and (2) of this sec­
tion may be added in a harmless car­
rier which does not impair the enriched 
noodle product, such carrier being used 
only in the quantity reasonably neces­
sary to effect an intimate and uniform 
distribution of such substances in the 
finished enriched noodle product.

(b) Enriched noodles, enriched egg 
noodles are the enriched noodle products 
the units of which conform to the speci­
fications of shape and size prescribed for 
noodles in § 139.150(b).

(c) Enriched egg macaroni is the en­
riched noodle product the units of which 
conform to the specifications of shape 
and size prescribed for egg macaroni in 
§ 139.150 (c) .

(d) Enriched egg spaghetti is the en­
riched noodle product the units of which 
conform to the specifications of shape 
and size prescribed for egg spaghetti in 
§ 139.150 (d).

(e) Enriched egg vermicelli is the en­
riched noodle product the units of which 
conform to the specifications of shape 
and size prescribed for egg vermicelli in 
§ 139.150(e).

(f) The name of each food for which 
a definition and standard of identity is 
prescribed by this section is “Enriched 
noodle product” or “Enriched egg 
noodle product”; or alternatively, the 
name is “Enriched noodles”, or “En­
riched egg noodles”, “Enriched egg 
macaroni”, “Enriched egg spaghetti”, or 
“Enriched egg vermicelli”, as the case 
may be, when tiie units of the food com­
ply with tiie requirements of paragraphs
(b) , (c), (d), or (e) respectively of this 
section.
§ 139.160 Vegetable noodle products.

(a) Vegetable noodle products are the 
class of food each of which conforms to 
the definition and standard of identity, 
and is subject to the requirements for 
label statement of optional ingredi­
ents, prescribed for noodle products by 
§ 139.150 (a) and (g), except that to­
mato (of any red variety), artichoke, 
beet, carrot, parsley, or spinach is added 
in such quantity that the solids thereof 
is not less than 3 percent by weight of 
the finished vegetable noodle product 
(the vegetable used may be fresh, can­
ned, dried, or in the form of puree or 
paste).

(b) Vegetable noodles, vegetable egg 
noodles, is the vegetable noodle product 
the units of which are ribbon-shaped.
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(c) Vegetable egg macaroni is the veg­
etable noodle product the units of which 
conform to the specifications of shape 
and size prescribed for egg macaroni by 
§ 139.150 (c).

(d) Vegetable egg spaghetti.is the veg­
etable noodle product the units of which 
conform to the specifications of shape 
and size prescribed for egg spaghetti by 
5 139.150 (d) .

(e) Vegetable egg vermicelli is the 
vegetable noodle product the units of 
which conform to the specifications of 
shape and size prescribed for egg vermi­
celli by § 139.150 (e).

(f) The name of each food for which 
a definition and standard of identity is
prescribed by this section is “____ ____
noodle product” or “_egg noodle
product”, the blank being filled in with 
the name whereby the vegetable used is 
designated in paragraph (a) of this sec­
tion; or alternatively, the name is “____
noodles” or “___ _ egg noodles”,
“---------- egg macaroni”, “________ egg
spaghetti”, or “_____ egg vermicelli”,
as the case may be, when the units of the 
food comply with the requirements of 
paragraph (b), (c), (d), or (e) of this 
section, respectively, the blank in each 
instance being filled in with the name 
whereby the vegetable is designated in 
paragraph (a) of this section.
§ 139.165 Enriched vegetable noodle 

products.
(a) Each of the noodle products for 

which a definition and standard of iden­
tity is prescribed by this section con­
forms to the definition and standard of 
identity and is subject to the require­
ments for label declaration of optional 
ingredients prescribed for noodle prod­
ucts by § 139.150 (a), (g), and (h), 
and in addition is enriched to meet the 
requirements prescribed for enriched 
noodle products by § 139.155 and, except 
as hereinafter provided, contains a 
vegetable ingredient in compliance with 
the requirements prescribed for vege­
table noodle products by § 139.160. Car­
rots, because they are apt to impart an 
egg-yolk color, are not used in enriched 
vegetable noodle products.

(b) The name of each food for which 
a definition and standard of identity is 
prescribed by this section is “Enriched
-------------noodle product”, “Enriched
------------- egg noodle product”, or, al­
ternatively, the name is “Enriched
---------- - noodles”, or “Enriched
---------- 1_ egg noodles”, “Enriched
----------- - egg macaroni”, “Enriched
---------- - egg spaghetti”, or “Enriched
---------- __ egg vermicelli”, when the
units comply with the size and shape re­
quirements for noodles, macaroni, spa­
ghetti, or vermicelli in § 139.150 (b), (c),
(d), or (e). The blank in each instance 
is filled in with the name of the vegeta­
ble used, as specified in § 139.160(a). j

§ 139.180 Wheat and soy noodle prod­
ucts. i

(a) Wheat and soy noodle products 
are the class of food each of which con­
forms to the definition and standard of 
identity, and is subject to the require-j
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ments for label statement of optional 
ingredients, prescribed for noodle prod­
ucts by § 139.150 (a) and (g), except that 
soy flour is added in a quantity not less 
than 12.5 percent of the combined weight 
of the wheat and soy ingredients used 
(the soy flour used is made from heat- 
processed, dehulled soybeans, with or 
without the removal of fat therefrom).

(b) Wheat and soy noodles, wheat and 
soy egg noodles, is the wheat and soy 
noodle product the units of which are 
ribbon-shaped.

(c) Wheat and soy egg macaroni is 
the wheat and soy noodle product the 
units of which conform to the specifica­
tions of shape and size prescribed for 
egg macaroni by § 139.150 (c).

(d) Wheat and soy egg spaghetti is 
the wheat and soy noodle product the 
units of which conform to the specifica­
tions of shape and size prescribed for egg 
spaghetti by § 139.150 (d).

(e) Wheat and soy egg vermicelli is 
the wheat and soy noodle product the 
units of which conform to the specifica­
tions of shape and size prescribed for 
egg vermicelli by § 139.150 (e).

(f) The name of each food for which 
a definition and standard of identity is 
prescribed by this section is “Wheat and 
soy noodle product”, “Wheat and soy 
egg noodle product”, “Wheat and soy­
bean noodle product”, “Wheat and soy­
bean egg noodle product”, “--------and
soy noodle product”, “-----— and soy
egg noodle product”, “_------ and soy­
bean noodle product”, or “------ - and
soybean egg noodle product”, the blank 
in each instance being filled in with the 
name whereby the wheat ingredient used 
is designated in § 139.150(a); or alter­
natively, the name is “Wheat and soy 
noodles”, “Wheat and soy egg noodles”, 
“Wheat and soybean noodles”, “Wheat
and soybean egg noodles”, “--------and
soy noodles”, “_____  and soy egg
noodles”, “_____ and soybean noodles”,
or and soybean egg noodles”
when the units of the food comply with 
the requirements of paragraph (b) of 
this section; or “Wheat and soy egg 
macaroni”, “Wheat and soybean egg
macaroni”, “_____ and soy egg maca­
roni”, or “_____and soybean egg maca-
roni” when such units comply with the 
requirements of paragraph (c) of this 
section; or “Wheat and soy egg spa­
ghetti”, “Wheat and soybean egg spa­
ghetti”, “_____and soy egg spaghetti”,
or “_____ and soybean egg spaghetti”
when such units comply with the re­
quirements of paragraph (d) of this sec­
tion; or “Wheat and soy egg vermicelli”, 
“Wheat and soybean egg vermicelli”,
«_____  and soy egg vermicelli”, or
“___ _ and soybean egg vermicelli”,
when such units comply with the re­
quirements of paragraph (e) of this sec­
tion, the blank in each instance being 
filled in with the name whereby the 
wheat ingredient used is designated in 
1 139.150(a).

PART 145—CANNED FRUITS
Subpart A— General Provisions —

Sec.
145.3 Definitions.

Subpart B— Requirements for Specific 
Standardized Canned Fruits

Sec.
145.110 Canned applesauce.
145.115 Canned apricots.
145.116 Artificially sweetened canned apri­

cots.
145.118 Canned apricots with rum. *
145.120 Canned berries.
145.125 Canned cherries.
145.126 Artificially sweetened canned cher­

ries.
145.128 Canned cherries with rum.
145.130 Canned figs.
145.131 Artificially sweetened canned figs.
145.134 'Canned preserved figs.
145.135 Canned fruit cocktail.
145.136 Artificially sweetened canned fruit

cocktail.
145.140 Canned seedless grapes.
145.145 Canned grapefruit.
145.170 Canned peaches.
145.171 Artificially sweetened canned

peaches.
145.173 Canned peaches with rum.
145.175 Canned pears.
145.176 Artificially sweetened canned pears. 
145.178 Canned pears with rum.
145.180 Canned pineapple.
145.181 Artificially sweetened cannecl pine­

apple.
145.185 Canned plums.
145.190 Canned prunes.

A u t h o r i t y : Secs. 401, 701, 52 Stat. 1046 as 
amended, 1055—1056 as amended (21 U.S.C. 
341*, 371) unless otherwise noted.

Subpart A— General Provisions
§ 145.3 Definitions.

For the purposes of this part:
(a) The term “corn sirup” means a 

clarified, concentrated aqueous solution 
of the products obtained by the incom­
plete hydrolysis of cornstarch, and in­
cludes dried corn sirup. The solids of 
corn sirup and of dried com sirup con­
tain not less than 40 percent by weight 
of reducing sugars calculated as anhy­
drous dextrose.

(b) The term “dextrose” means the 
hydrated or anhydrous, refined mono­
saccharide obtained from hydrolyzed * 
starch.

(c) The term “dried glucose sirup” 
means the product obtained by drying 
“glucose sirup.”

(d) The term “glucose sirup” means a 
clarified, concentrated, aqueous solution 
of the products obtained by the incom­
plete hydrolysis of any edible starch. 
The solids of glucose sirup contain not 
less than 40 percent by weight of reduc­
ing sugars calculated as anhydrous 
dextrose.

(e) The term “invert sugar sirup” 
means an aqueous solution of inverted or 
partly inverted, refined or partly refined 
sucrose, the solids of which contain not 
more than 0.3 percent by weight of ash, 
and which is colorless, odorless, and fla­
vorless, except for sweetness.

(f) The term “sugar” means refilled 
sucrose.

(g) The terms “edible organic acid” 
and “edible organic salt” refer to any 
edible organic acid and any edible or­
ganic salt added for the purpose of flavor 
enhancement that either is not a lood 
additive as defined in section 201 (s) of 
the Federal Food, Drug, and Cosmetic 
Act or; if it is a food additive as so de­
fined, is used in conformity with regula-

tions established pursuant to section 409 
of the act.

(h) The term “water” means, in addi­
tion to water, any mixture of water and 
fruit juice in which the fruit juice (s) 
is less than 50 percent of such mixture, 
including any water contributed by the 
use of liquid nutritive carbohydrate 
sweeteners.

(i) The term “fruit juice(s) and 
water” means any mixture of fruit juice 
as herein defined and water, including 
any water contributed by the use of liq­
uid nutritive carbohydrate sweeteners, 
in which the fruit juice(s) is 50 percent, 
or more, of such mixture except that 
water used in preparing equivalent single 
strength juice(s) from concentrate(s) 
shall not be considered to be a mixture 
of fruit juice and water.

(j) The term “fruit juice (s)” means 
single strength expressed juice(s) of 
sound, mature fruit (s). I t  may be fresh, 
frozen, canned, or made from concen­
trate (s). However, if it is made from 
concentrate(s), the juice(s) shall be re­
constituted with water to not less than 
the soluble solids that such fruit juice 
had before concentration. Fruit juice(s) 
may be used singly or in combination. 
If a fruit juice(s) is used which is reg­
ulated by a standard of identity of this 
chapter, it shall conform to the composi­
tional requirements prescribed by such 
standard prior to the addition of any 
sweetener which may be used.

(k) The term “clarified, juice” means 
the liquid expressed wholly or in part 
from fruit peelings, fruit shells, fruit 
cores, or from the fruit flesh 6r parts 
thereof, which is clarified and may be 
further refined or concentrated.

(l) The term “solid pack” means the 
product contains practically all fruit 
with only the very little free flowing 
liquid that is expressed from the fruit 
and to which no packing media have 
been added.

(m) The procedure for determining 
the densities of the packing media means 
the following: The density of the pack­
ing medium, when measured 15 days or 
more after packing, or the density of 
the blended homogenized slurry of the 
comminuted entire contents of the con­
tainer, when measured less than 15 days 
after canning, is determined according 
to “Official Method of Analysis of the 
Association of Official Analytical Chem­
ists”, n th  Ed., 1970, p. 526, section 31.011 
(Solids) “By Means of the Refractom- 
eter—Official, Final Action” (and 47.012 
and 47.015)2 with result expressed as per­
cent by weight of sucrose (degrees Brix) 
with correction for temperature to the 
equivalent at 20° C, but without correc­
tion for invert sugar or other substances.

(n) The procedure for determining 
drained weight is as follows: Tilt the 
opened container so as to distribute the 
contents evenly over . the meshes of a 
circular sieve which has previously been 
weighed. The diameter of the sieve is

, 20.3 centimeters (8 inches) if the quan­
tity of contents of the container is less 
than 1.4 kilograms (3 pounds) and 30.5 
centimeters (12 inches) if such quantity 
is 1.4 kilograms (3 pounds) or more. The 
bottom of the sieve is wbven-wire cloth
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w h ich  complies with the specifications 
fo r the No. 8 sieve set forth in the “Defi­
n itio n s of Terms and Explanatory 
N otes,” p. xviii, of the “Official Methods 
of A n a ly s is  of the Association of Official 
A n a ly t ic a l Chemists,” 11th Ed., 1970.* 
C a re fu lly  invert by hand all fruits having 
cups o r cavities if they fall on the sieve 
w ith  cu p s or cavities up. Cups or cavities 
in  so ft products may be drained by tilting 
sieve. Without further shifting the ma­
te r ia l on the sieve, incline the sieve a t an 
angle of 17° to 20° to facilitate drainage. 
Tw o minutes after the drainage begins, 
w eigh the sieve and drained fruit. The 
w eight so found, less the weight p f  the 
sieve, s h a l l  be considered to be the weight 
of th e  drained fruit.

(0) Compliance means the following: 
U nless otherwise provided in a  standard, 
a  lo t of canned fruits shall be deemed 
in compliance for the following factors, 
to be determined by the sampling and 
acceptance procedure as provided in par­
agraph (p) of this section, namely:

(1) Packing medium density. A lot 
sh a ll be deemed to be in compliance for 
packing  medium density based on the 
average sucrose value for all samples 
an alyzed  according to thé sampling 
p lans, but no container may have a su­
crose value lower than that of the next 
lower category or 2 percent by weight 
sucrose (degrees Brix) lower If no lower 
category .exists.

(2) Quality. The quality of a lot shall 
be considered acceptable when the num­
ber of defectives does not exceed the ac­
ceptance number in the sampling plans.

(3) Fill of container. A lot shall be 
deemed to be in compliance for fill of 
co n ta in er (packing medium and fruit 
in gred ien t) when the number of defec­
tives does not exceed the acceptance 
num ber (c) in the sampling plans.

(4) Drained weight. A lot shall be 
deemed to be in compliance for drained 
w eight based on the average value of all 
sam ples analyzed according to the sam­
pling plans. The sample unit shall be 
the e n tire  contents of the container.

(p) The sampling and acceptance pro­
cedure means the following:

(1) Definitions—(i) Lot. A collection 
of primary containers or units of the 
sam e size, type, and style manufactured 
or packed under similar conditions and 
handled as a single unit of trade.

(ii) Lot size. The number of primary 
containers or units in the lot.

(iii) Sample size. The total number of
sample units drawn for examination 
from a lot. '

(iv ) Sample unit. A container, a por­
tion  of th e  contents of a container, or a 
com posite mixture of product from small 
co n ta in ers that is sufficient for the ex­
a m in a tio n  or testing as a single unit.

(v) Defective. Any sample unit shall 
be regarded as defective when the sam­
ple unit does not meet the criteria set 
fo rth  in the standards.

(v i) Acceptance number (c). The 
maximum number of defective sample 
units permitted in the sample in order to 
consider the lot as meeting the speci­
fied requirements.

<vU) Acceptable quality level (AQL) , 
The maximum percent of defective sam­

ple units permitted in a lot that will be 
accepted approximately 95 percent of the 
time.

(2) Sampling plans:

Lot size (primary Size of containercontainers)

Net weight equal to or less than 1 kg (2.2 lb) .
n c

4,800 or less____ ..... 13 24,801 to 24,000. ..___  21 324,001 to 48,000. .----- 29 448,001 to 84,000. ......  48 684,001 to 144,000...... 84 9144,001 to 240,000.__ _ 126 13Over 240,000___ ____  200 19
Net weight greater than 1 kg(2.2 lb) but not more than4.5 kg (10 lb)

n c

2,400 or less....----  13 22,401 to 15,000... 21 315,001 to 24,000. ._____ 29 424,001 to 42,000. .____  48 642,001 to 72,000..._____ 84 972,001 to 120,000..___ 126 13Over 120,000___ ____  200 19
Net weight greater than 4J> kg

m m

n c ,
600 or less..___ ....  13 »601 to 2,000____ ....  21 32,001 to 7,200... 29 47,201 to 15,000__ ____  48 6*15,001 to 24,000. ..____  84 »24Ì001 to 42,000. ..____  126 13Over 42,000____ ....  200 1»
n= number of primary containers in sample, c—acceptance number. _
Subpart B— Requirements for Specific 

Standardized Canned Fruits
§ 145.110 Canned applesauce.

(a) Identity—(1) Definition. Canned 
applesauce is the food prepared from 
comminuted or chopped apples (Malus 
domestica Borkhausen), which may or 
may not be peeled and cored, and which 
may have added thereto one or more 
of the optional ingredients specified in 
paragraph (a)(2) of this section. The 
apple ingredient is heated and, in ac­
cordance with good manufacturing prac­
tices, bruised apple particles, peel, seed, 
core material, carpel tissue, and other 
coarse, hard, or extraneous materials are 
removed. The food is sealed in containers. 
I t  is so processd by heat, either before 
or after sealing, as to prevent spoilage. 
The soluble solids content, measured by 
refractometer and expressed as percent 
sucrose (degrees Brix) with correction 
for temperature to the equivalent at 
20° C (68° P) * is not less than 9 percent 
(exclusive of the solids of any added 
optional nutritive carbohydrate sweet­
eners) as determined by the method 
prescribed in “Official Methods of Anal­
ysis of the Association of Official Analyt­
ical Chemists,” 11th Edition, 1970, page 
371, §22.019, “Soluble Solids (By Re­
fractometer) in Fresh and Canned 
Fruits, Jams, Marmalades, and Pre­
serves—Official First Action” * without

2 Copies may be obtained from: Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C. 
20044.

correction for water-insoluble solids, 
invert sugar, or other substances.

(2) Optional ingredients. The follow­
ing safe and suitable optional ingre­
dients may be used:

(1) Water.
(ii) Apple juice.
(iii) Salt.
(iv) Any organic acid added for the 

purpose of acidification. (Organic acids 
generally recognized as having a pre­
servative effect are not permitted in 
applesauce except as provided for in 
paragraph (a) (2) (viii) of this section.)

(v) Nutritive carbohydrate sweeteners.
(vi) Spices.
(vii) Natural and artificial flavoring.
(viii) Either of the following:
(a) Erythorbic acid or ascorbic acid 

as an antioxidant preservative in an 
amount not to exceed 150 parts per mil­
lion; or

(b) Ascorbic acid (vitamin C) in a 
quantity such that the total vitamin C 
in each 113 g (4 ounces) by weight of the 
finished food amounts to 60 mg. This 
requirement will be deemed to have been 
met if a reasonable overage of the vita­
min, within limits of good manufactur­
ing practice, is present to insure that the 
required level is maintained throughout 
the expected shelf life of the food under 
customary conditions of distribution.

(ix) Color additives in such quantity 
as to distinctly characterize the food 
unless such addition conceals damage or 
inferiority or makes the finished food 
appear better or of greater value than 
it is.

(3) Nomenclature. The name of the 
food is “applesauce”. The name of the 
food shall include a declaration indicat­
ing the presence of any flavoring that 
characterizes the product as specified in 
§ 101.22 of this chapter and a declara­
tion of any spice that characterizes the 
product. If a nutritive sweetener as pro­
vided for in paragraph (a) (2) (v) of 
this section Is added and the soluble 
solids content of the finished food is 
not less than 16.5 percent as determined 
by the method referred to in paragraph
(a) (1) of this section, the name may 
include the word “sweetened”. If no such 
sweetener is added, the name may in­
clude the word “unsweetened.” .

(4) Label declaration. Each of the op­
tional ingredients shall be declared onm 
the label as required by the applicable" 
sections of Part 101 of this chapter. 
However, when ascorbic acid (vitamin C). 
is added as provided for in paragraph
(a) (2 ) (viii) (b) of this section, after the 
application of heat to the apples, pre­
servative labeling requirements do not 
apply.

(b) [Reserved!
(c) Fill of container—(1) The stand­

ard of fill of container for canned apple­
sauce is a fill of not less than 90 percent 
of the total capacity of the container, as 
determined by the general method for 
fill of containers prescribed in § 130.12
(b) of this chapter; except that in the 
case of glass containers having a total 
capacity of 192 ml (6V2 fluid ounces) or 
less, the fill is not less than 85 percent.

(2) Sampling and acceptance proce­
dure: A lot will be deemed to fall below
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the standard of fill when the number of 
“defectives” exceeds the acceptance 
number “c” in the sampling plans pre­
scribed in paragraph (c) (2) (ii) of this 
section.

(i) Definitions of terms to be used in 
the sampling plans in paragraph (c) (2)
(ii) of this section are as follows:

(a) Lot. A collection of primary con­
tainers or units of the same size, type, 
and style manufactured or packed under 
similar conditions and handled as a 
single unit of trade.

(b) Lot size. The number of primary 
containers or units in tlje lot.

(c) Sample size The total number 
of sample units drawn for examination 
from a lot as indicated in paragraph (c)
(2) (ii) of this section.

(d) Sample unit. A container,, the en­
tire contents of a container, a portion of 
the contents of a container, or a com­
posite mixture of product from small 
containers that is sufficient for examina­
tion or testing as a single unit.

(e) Defective. A container that falls 
below the requirement for minimum fill 
prescribed in paragraph (c) (1) of this 
section is considered a “defective.”

(/) Acceptable number “c.” The max­
imum number of defective sample units 
permitted in the sample in order to con­
sider the lot as meeting the specified 
requirements.

(g) Acceptable quality level (AQL). 
The maximum percent of defective sam­
ple units permitted in a lot that will be 
accepted approximately 95 percent of the 
time.

(ii) Sampling and acceptance: 
Acceptable quality level (AQL) 6.5

Lot size (primary containers)
Size of container

Net weight equal to or lessthan 1 kg (2.2 lb)
n  c

4,800 or less___-____ 13 2
4,801 to 24,000______ 21 3
24,001 to 48,000_____ 29 4
48,001 to 84,000___ ... 48 6
84,001 to 144,000_____ 84 9
144,001 to 240,000____ 126 13
Over 240,000_______ 200 19

Net weight greater than 1 kg(2.2 lb) but not more than4.5 kg (101b)
* ’ « c

2,400 or less...._____ 13 2
2,401 to 15,000______ 21 3
15,001 to 24,000______ 29 4
24,001 to 42,000.... . _ • 48 6
42,001 to 72,000.... - 84 9
72,001 to 120,000.... . 126 13
Over 120,000...... . 200 19

Net weight greater than 4.5 kg (101b)
n c

600 or less_________ 13 2
601 to 2,000........ 21 3
2,001 to 7,200....... 29 4
7,201 to 15,000... — 48 6
15,001 to 24,000...... 84 9
24,001 to 42,000..... 126 13
Over 42,000........ 200 19

«=number of primary containers in sample; c=acceptance number.

(3) If canned applesauce falls below 
the standard of fill of container pre­
scribed in paragraph (c) (1) of this sec­
tion, the label shall bear the general 
statement of substandard fill specified in 
§ 130.14(b) of this chapter, in the man­
ner and form therein specified.
§ 1 4 5 .1 1 5  Canned apricots.

(a) Identity—(1) Ingredients. Canned 
apricots is the food prepared from ma­
ture apricots of one of the optional styles 
specified in paragraph (a) (2) of this sec­
tion, which may be packed as solid pack 
or in one of the optional packing media 
specified in paragraph (a)(3) of this 
section. Such food may also contain one, 
or-any combination of two or more of 
the following safe and suitable optional 
ingredients:

(1) Natural and artificial flavors.
(ii) Spice.
(iii) Vinegar, lemon juice, or organic 

acids.
(iv) Apricot pits, except in the cases 

of unpeeled whole apricots and peeled 
whole apricots, in a quantity not more 
than 1 apricot pit to each 227 grams (8 
ounces) of finished canned apricots.

(v) Apricot kernels, except invthe cases 
of unpeeled whole apricots and peeled 
whole apricots, and except when optional 
ingredient under paragraph (a) (4) of 
this section is used.

(vi) Ascorbic acid in an amount no 
greater than necessary to preserve color.
Such food is sealed in a container and 
before or after sealing is so processed by 
heat as to prevent spoilage.

(2) Optional styles of the apricot in­
gredient. The optional styles of the apri­
cot ingredient referred to in paragraph
(a) of this section are peeled or un­
peeled :

(i) Whole.
(ii) Halves.
(iii) Quarters.
(iv) Slices.
(v) Pieces or irregular pieces.

Each such ingredient, except in the cases 
of unpeeled whole apricots and peeled 
whole apricots, is pitted.

(3) Packing media, (i) The optional 
packing media referred to in paragraph
(a) (1) of this section, as defined in 
§ 145.3 are:

(a) Water.
(b) Fruit juice(s) and water.
(c) Fruit juice(s).

Such packing media may be used as such 
or any one or any combination of two or 
more safe and suitable nutritive carbo­
hydrate sweetener (s) may be added. 
Sweeteners defined in § 145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been estab­
lished in Part 168 of this chapter shall 
comply with such standard in lieu of 
any definition that may appear in § 145.3.

(ii) When a sweetener is added as a 
part of any such liquid packing medium, 
the density range of the resulting pack­
ing medium expressed as percent by 
weight of sucrose (degrees Brix) as de­

termined by the procedure prescribed in 
§ 145.3 (m) shall be designated by the ap­
propriate name for the respective density 
ranges, namely:

(a) When the density of the solution is 
10 percent or more but less than 16 per­
cent, the medium shall be designated as 
“slightly sweetened water”; or “extra 
light sirup”; “slightly sweetened fruit 
juice(s) and water”; or “slightly sweet­
ened fruit juice(s) ”, as the case may be.

(b) When the density of the solution 
is 16 percent or more but less than, 21 
percent, the medium shall be designated 
as “light sirup”; “lightly sweetened 
fruit juice(s) and water”; or “lightly 
sweetened fruit juice(s) ”, as the case 
may be.

(c) When the density of the solution 
is 21 percent or more but less than 25 
percent, the medium shall be designated 
as “heavy sirup”; “heavily sweetened 
fruit juice(s) and water”; or “heavily 
sweetened fruit juice(s) ”, as the case may 
be.

(d) When the density of the solu­
tion is 25 percent or more but not more 
than 40 percent, the medium shall be 
designated as/“extra heavy sirup”; “ex­
tra heavily sweetened fruit juice(s) and 
water”; or “extra heavily sweetened 
fruit juice(s)”, as the case may be.

(4) Labeling requirements, (i) The 
name of the food is “apricots”. The name 
Of the food shall also include a declara­
tion of any flavoring that characterizes 
the product as specified in § 101.22 of this 
chapter and a declaration of any spice 
or seasoning that characterizes the prod­
uct; for example, “Spice Added”, or in 
lieu of the word “Spice”, the common 
name of the spice, “Seasoned with Vine­
gar” or “Seasoned with Apricot Kernels”. 
When two or more of the optional in­
gredients specified in paragraph (a) (1)
(ii) through (iv), inclusive, of this sec­
tion are used, such words may be com­
bined as for example, “Seasoned with 
Cider Vinegar, Cloves, Cinnamon Oil and 
Apricot Kernels”.

(ii) The style of the apricot ingredient 
as provided in paragraph (a) (2) of this 
section and the name of the packing 
medium as used in paragraph (a) (3) (i) 
and (ii) of this section, preceded by “In” 
or “Packed in” or the words “solid pack”, 
where applicable, shall be included as 
part of the name or in close proximity 
to the name of the food, except that 
pieces or irregular pieces shall be desig­
nated “Pieces”, “Irregular pieces”, or 
“Mixed pieces of irregular sizes and 
shapes”. The style of the apricot in­
gredient shall be preceded or followed 
by “Unpeeled” or “Peeled”, us the case 
may be. “Halves” may be alternatively 
designated “Halved”, “Quarters” as 
“Quartered” and “Slices” as “Sliced”. 
When the packing medium is prepared 
with a sweetener(s) which imparts a 
taste, flavor or other characteristic to 
the finished food in addition to sweet­
ness, the name of the packing medium 
shall be accompanied by the name 
of such sweetener (s), as for example 
in the case of a mixture of brown
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sugar and honey, an appropriate state­
ment would be “---------------- sirup of
brown sugar and honey” the blank to be 
filled in with the word “light”, “heavy”, 
or “extra heavy” as the case may be. 
When the liquid portion of the packing 
media provided for in paragraph (a) (3)
(1) and (ii) of this section consists of 
fruit juice(s), such juice(s) shall be 
designated in the name of the packing 
medium as:

(a) In the case of a single fruit juice, 
the name of the juice shall be used in lieu 
of the word “fruit”.

(b) In the case of a combination of 
two or more fruit juices, the names of 
the juices in the order of predominance 
by weight shall either be used in lieu of 
the word “fruit” in the name of the 
packing medium, or be declared on the 
label as specified in paragraph (a)(4)
(iii) of this section, and

(c) In the case of a single fruit juice 
or a combination of two or more fruit 
juices any of which are made from con­
centrate (s), the words “from concen­
trated) ” shall follow the word “juiced) ” 
in the name of the packing medium and 
in the named) of such juice(s) when 
declared as specified in paragraph (a)
(4) (iii) of this section.

(iii) Whenever the names of the fruit 
juices used do not appear in the name of 
the packing medium as provided in par­
agraph (a) (4) (ii) (b) of this section, 
such names and the words “from con­
centrate,” as specified in paragraph (a)
(4) (ii) (c) of this section, shall appear 
in an ingredient statement pursuant to 
the requirements of § 101.3(d) of this 
chapter, c-

(iv) Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter.

(b) Quality—(1) The standard of 
quality for canned apricots is as follows:

(1) All units tested in accordance with 
the method prescribed in paragraph (b)
(2) of this section are pierced by a weight 
of not more than 300 grams.

(ii) In the cases of whole apricots, 
halves, and quarters, the weight of the 
largest unit in the container is not more 
than twice the weight of the smallest 
unit therein.
• (iii) Not more than 20 percent of the 
units in the container are blemished 
with scab, hail injury, discoloration, or 
other abnormalities.

(iv) In the cases of whole apricots, 
halves, and quarters, all units are un- 
trimmed, or are so trimmed as to pre­
serve normal shape.

(v) Except in the case of mixed pieces 
of irregular sizes and shapes, not more 
t h a n  5 percent of the units in a container 
of 20 or more units, and not more than 
1 unit in a container of less than 20 units, 
are crushed or broken. (A unit which 
h a s  lost its normal shape because of ripe­
ness and which bears no mark of crush­
ing shall not be considered to be crushed 
or broken.)

(2) Canned apricots shall be tested 
k v. th© following method to determine 
whether or not they meet the require­
ments of paragraph (b) (1) (i) of this

section: So trim a test piece from the 
unit as to fit, with peel surface up, 
into a supporting receptacle. If the 
unit is of different firmness in different 
parts of its peel surface, trim the piece 
from the firmest part. If the piece is 
unpeeled, remove the peel. The top of 
the receptacle is circular in shape, of 1% 
inches inside diameter, with vertical 
sides; or rectangular in shape, % inch by 
1 inch inside measurements, with ends 
vertical and sides sloping downward and 
joining at the center a t a vertical depth 
of % inch. Use the circular receptacle 
for testing units of such size that a  test 
piece can be trimmed therefrom to fit it. 
Use the rectangular receptacle for test­
ing other units. Test no unit from 
which a  test piece with rectangular peel 
surface a t least % inch by 1 inch cannot 
be trimmed. Test the piece by means of 
a round metal rod %e inch in diameter. 
To the upper end of the rod is affixed 
a  device to which weight can be added. 
The rod is held vertically by a support 
through which it can freely move up­
ward or downward. The lower end of 
the rod is a plane surface to which the 
vertical axis of the rod is perpendicular. 
Adjust the combined weight of the rod 
and device to 100 grams. Set the re­
ceptacle so th a t the surface of the test 
piece is held horizontally. Lower the 
end of the rod to the approximate center 
of such surface, and add weight to the 
device a t a uniform, continuous rate of 
12 grams per second until the rod pierces 
the test piece. Weigh the rod and 
weighted device. Test all units in con­
tainers of 50 units or less, except those 
units too small for testing or too soft 
for trimming. Test a t least 50 units, 
taken a t random, in containers of more 
than 50 units; but if less than 50 units 
are of sufficient size and firmness for 
testing, test those which are of sufficient 
size and firmness.

(3) If the quality of canned apricots 
falls below the standard prescribed in 
paragraph (b) (1) of this section, the 
label shall bear the general statement of 
substandard quality specified in § 130.14
(a) of this chapter, in the manner and 
form therein specified; but in lieu of such 
general statement of substandard quality, 
the label may bear the alternative state­
ment “Below standard in quality
--- --------- the blank to be filled in
with the words specified after the cor­
responding number of each subparagraph 
of paragraph (b) (1) of this section which 
such canned apricots fail to meet, as 
follows: (i) “Not tender”; (ii) “Mixed 
sizes”; (iii) “Blemished”; (iv) “Unevenly 
trimmed”; (v) “Partly crushed or 
broken”. Such alternative statement shall 
immediately and conspicuously precede 
or follow, without intervening written, 
printed, or graphic matter, the name 
“apricots” and any words and statements 
required or authorized to appear with 
such name by § 145.115(a) (2).

(c) Fill of container—(1) The stand­
ard of fill of container for canned apri­
cots is the maximum quantity of the op­
tional apricot ingredient that can be 
sealed in the container and processed by

heat to prevent spoilage, without crush­
ing or breaking such ingredient.

(2) If canned apricots fall below the 
standard of fill of container prescribed 
in paragraph (c) (1) of this section, the 
label shall bear jhe general statement of 
substandard fill specified in § 130.14(b) 
of this chapter, in the manner and form 
therein specified.
§ 145.116 Artificially sweetened canned 

apricots.
(a) Artificially sweetened canned apri­

cots is the food which conforms to the 
definition and standard of identity pre­
scribed for canned apricots by § 145.115
(a), except that in lieu of a packing 
medium specified in § 145.115(a) (3), the 
packing medium used is water artificially 
sweetened with saccharin, sodium sac­
charin, or a combination of both. Such 
packing medium may be thickened with 
pectin and may contain any mixture of 
any edible organic salt or salts and any 
edible organic acid or acids as a flavor­
enhancing agent, in a quantity not more 
than is reasonably required for that 
purpose.

(b) (1) The specified name of the food
is “artifically sweetened________”, the
blank being filled in with the name pre­
scribed by § 145.115(a) for canned apri­
cots having the same optional apricot in­
gredient.

(2) The artificially sweetened food is 
subject to the requirements for label 
statement of optional ingredients used, 
as prescribed for canned apricots by 
§ 145.115(a). If the packing medium is 
thickened with pectin, the label shall 
bear the statement “thickened with 
pectin”. When any organic salt or acid or 
any mixture of two or more of these is 
added, the label shall bear the common 
or usual name of each such ingredient.
§ 145.118 Canned apricots with rum.

Canned apricots with rum conforms 
to the definition and standard of iden­
tity and is subject to the requirements 
for label statement of optional in­
gredients, prescribed for canned apri­
cots by § 145.115(a), except that it con­
tains added rum in such amount that its 
alcohol content is more than 3 percent 
but less than 5 percent by weight.
§ 145.120 Canned berries.

(a) Ingredients. Canned berries is the 
food prepared from any suitable variety 
of one of the optional berry ingredients 
specified in paragraph (b) of this sec­
tion, which may be packed in one of the 
optional packing media specified in para­
graph (c) of this section. It may contain 
safe and suitable natural and artificial 
flavors. It is sealed in a container and 
before or after sealing is so processed by 
heat as to prevent spoilage.

(b) Varietal types. The optional berry 
ingredients referred to in paragraph (a) 
of this section are prepared from 
stemmed fruit of the following optional 
varietal types of berry ingredient; 
namely:

(1) Raspberry varieties conforming to 
the characteristics of Rubus idaeus L. 
or Rubus occidentalis L.
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(2) Blackberries.
(3) Blueberries.
(4) Boysenberries.
(5) Dewberries.
(6) Gooseberries.
(7) Huckleberries.
(8) Loganberries.
(9) Strawberries.
(10) Youngberries.
(c) Packing media. (1) The optional 

packing media referred to in paragraph 
(a) of this section, as defined in § 145.3 
are:

(1) Water.
(11) Fruit juice(s) and water.
(iii) Fruit juice(s).

Such packing media may be used as such 
or any one or any combination of two 
or more safe and suitable nutritive car­
bohydrate sweetener(s) may be added. 
Sweeteners defined in § 145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been established 
in Part 168 of this chapter shall comply 
with such standard in lieu of any defini­
tion that may appear in § 145.3.

(2) When a sweetener is added as a 
part of any such liquid packing medium, 
the four density ranges of the resulting

packing media hereinafter specified for 
each berry ingredient, expressed as per­
cent by weight of sucrose (degrees Brix) 
as determined by the procedure described 
in § 145.3 (m), shall be designated by the 
appropriate name for each of the respec­
tive density ranges for each berry ingre­
dient as:

(i) “Slightly sweetened water’'; or 
"extra light sirup”; “slightly sweetened 
fruit juice(s) and water”; or “slightly 
sweetened fruit juice (s)”, as the case 
may be.

(ii) “Light sirup”, when the liquid 
used is water; “lightly sweetened fruit 
juice(s) and. water”; or “lightly 
sweetened fruit juice (s)”, as the case 
may be.

(iii) “Heavy sirup”, when the liquid 
used is water; or “heavily sweetened 
fruit juice(s) and water”; or “heavily 
sweetened fruit juice(s)”, as the case 
may be.

(iv) “Extra heavy sirup”, when the 
liquid used is water; or “extra heavily 
sweetened fruit juice(s) and water”; or 
“extra heavily sweetened fruit juice(s)”, 
as the case may be.

The density ranges referred to herein 
are:

Density ranges
Optional berry ingredient -<i) (Ü) (iii) ay)

Minimum

Raspberries----- 11Blackberries...... .... —Blueberries.". -------------Boysenberries____________Dewberries--------- ------Gooseberries__!----...... -Huckleberrieŝ ________Loganberries_____ r ....—Strawberries____-......---Youngberries..------   — .

Maximum less than Minimum
Maximum less than Minimum Maximum less than. Minimum

15 15 20 20 27 27
14 14 19 19 24 24
15 15 20 20 25 25
14 14 19 19 24 24
14 14 19 19 24 24
14 14 20 20 26 26
15 15 20 20 25 25
14 14 19 19 24 24
14 14 19 19 27
14 14 19 19 24 24

Maximum not more than

35353535353535353535

(d) Labeling requirements. (1) The 
name of the food is the appropriate name 
of the berry ingredient specified in para­
graph (b) of this section.

(2) The name of the packing medium, 
as used in paragraph (c) (1) of this sec­
tion preceded by “In” or “Packed in” as 
provided in paragraph (c) of this sec­
tion and, in the case of raspberries other 
than red raspberries provided for in 
paragraph (b) of this section, the name 
of such packing, medium and the color of 
such raspberry shall be included as part 
of the name or in close proximity to the 
name of the food. When the packing 
medium is prepared with a sweetener(s) 
which imparts a taste, flavor or other 
characteristic to the finished food in 
addition to sweetness, the name of 
the packing medium shall be accom­
panied by the name of such sweet­
ener (s), as for example in the case 
of a mixture of brown sugar and honey, 
an appropriate statement would be
“_________sirup of brown sugar and
honey” the blank to be filled in with the 
word “light”, “heavy”, or "extra heavy” 
as the case may be. When the liquid por­
tion of the packing media provided, for 
in paragraph (c) (1) and (2) of this sec­

tion consists of fruit juice(s), such 
juice(s) shall be designated in the name 
of the packing medium as:

(i) In the case of a single fruit juice, 
the name of the juice shall be used in lieu 
of the word “fruit” ;

(ii) In the case-of a combination of two 
or more fruit juices, the names of the 
juices in the order of predominance by 
weight shall either be used in lieu of 
the word “fruit” in the name of the 
packing medium, or be declared on the 
label as specified in paragraph (c) of this 
section; and

(iii) In the case of a single fruit juice 
or a combination of two or more fruit 
juices any of which are made from con­
centrate (s), the words “from concen- 
trate(s) ” shall follow the word “juice(s) ” 
in the name of the packing medium and 
in the name(s) of sueh juice(s) when 
declared as specified in paragraph (d) (3) 
of this section.

(3) Whenever the names of the fruit 
juices used do not appear in the name 
of the packing medium as provided in 
paragraph (d) 2) (ii) of this section, 
such names and the words “from con­
centrate”, as specified in paragraph
(d) (2) (iii) of this section, shall appear

in an ingredient statement pursuant to 
the requirements of § 101.3(d) of this 
chapter.

(4) Each of the optional ingredients 
used shall be declared on the label as re­
quired by the applicable sections of Part 
101 of this chapter.
§ 145.125 Canned cherries.

(a) Identity—(1) Ingredients. Canned 
cherries is the food prepared from one of 
the optional fresh or previously canned 
cherry ingredients specified in paragraph 
(a)(2) of this section, which may be 
packed in one of the optional packing 
media specified in paragraph (a) (3) of 
this section. Such food may also contain 
one, or any combination of two or more, 
of the following safe and suitable op­
tional ingredients:

(1) Natural and artificial flavors.
(ii) Spice.
(iii) Vinegar, lemon juice, or organic 

acids.
Such food is sealed in a container and 
before or after sealing is so processed by 
heat as to prevent spoilage.

(2) Varietal types and styles. The op­
tional cherry ingredients referred to in 
paragraph (a) (1) of this section are pre­
pared from mature pitted or unpitted 
cherries of the red ta rt or alternatively, 
red sour, light sweet or dark sweet vari­
etal group.

(3) Packing media. (D The optional 
packing media referred to in paragraph 
(a)(1) of this section, as defined in 
§ 145.3 are:

(a) Water.
(b) Fruit juice (s) and water.
(c) Fruit juice(s).

Such packing media may be used as 
such or any one or any combination of 
two or more safe and suitable nutritive 
carbohydrate sweetener (s) may be 
added. Sweeteners defined in § 145.3 shall 
be as defined therein, except that a nu­
tritive carbohydrate sweetener for which 
a standard of identity has been estab­
lished in Part 168 of this chapter shall 
comply with such standard in lieu of 
any definition that may appear in
§ 145.3.

(ii) When a sweetener is added as a 
part of any such'liquid packing medium, 
the density range of the resulting pack­
ing medium expressed as percent by 
weight of sucrose (degrees Brix) as de­
termined by the procedure prescribed in 
§ 145.3 (m) shall be designated by the ap­
propriate name for the respective den­
sity ranges, namely :

(a) In the case of sweet cherries:
(i) When the density of the solution 

is less than 16 percent, the medium shall 
be designated as “slightly sweetened 
water” ; or “extra light sirup”; “slightly 
sweetened fruit juice(s) and water”; or 
“slightly sweetened fruit juice(s) , as
the case may be.

(ii) When the density of the solution 
is 16 percent or more but less than ¿c 
percent, the medium shall be designs 
as “light sirup”; “lightly sweetened frmt 
juice(s) and water”; or “lightly swee- 
ened fruit juice (s) ”, as the case may
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(iii) When the density of the solution 
is 20 percent or more but less than 25 
percent, the medium shall be designated 
as “heavy sirup”; “heavily sweetened 
fruit juice(s) and water”; or “heavily 
sweetened fruit juice (s)”, as the case 
may be:

(iv) When the density of the solution 
is 25 percent or more but not more than 
35 percent, the medium shall be desig­
nated as “extra heavy sirup”; “extra 
heavily sweetened fruit juice (s) and 
water”; or “extra heavily sweetened 
fruit juice(s) ”, as the case may be.

(b) In the case of red tart cherries:
(i) When the density of the solution is 

less than 18 percent, the medium shall 
be designated as “slightly sweetened 
water”; “slightly sweetened fruit juice(s) 
and water”; or “slightly sweetened fruit 
juice(s) ”, as the case may be.

(it) When the density of the solution 
is 18 percent or more but less than 22 
percent, the medium shall be designated 
as “light sirup”; “lightly sweetened fruit 
juice(s) and water”; or ‘lightly sweet­
ened fruit juice(s)”, as the case may be. 
* (iii) When the density of the solution 
is 22 percent or more but less than 28 
percent, the medium shall be designated 
as “heavy sirup”; “heavily sweetened 
fruit juice(s) and. water”; or “heavily 
sweetened fruit juice (s)”, as the case 
maybe.

(iv) When the density of the solution 
is 28 percent or more but not more than 
45 percent, the medium shall be desig­
nated as “extra heavy sirup”; “extra 
heavily sweetened fruit juice (s) and 
water”; or “extra heavily sweetened fruit 
juice(s) ”, as the case may be.

(4). Labeling requirements, (i) The 
name of the food is “cherries”. The op­
tional varietal type as set forth in para­
graph (a) (2) of this section, preceded or 
followed by the word “pitted” when this 
is the fact, shall be a part of the name. 
The name of the food shall also include 
a declaration of any flavoring that char­
acterizes the product as specified in 
§ 101.22 of this chapter and a declara­
tion of any spice or seasoning that char­
acterizes the product; for example, 
“Spice added”, or in lieu of the word 
“Spice”, the common name of the spice, 
or. “Seasoned with lemon juice”. When 
two or more of the optionaFlngredients 
specified ip paragraph (a) (1) (ii) and
(iii) of this section are used, such words 
oiay be combined as for example, “Sea­
soned with cider vinegar, cloves, and 
cinnamon oil”.

(ii) The color type and style of the 
cherry ingredient as provided in para­
graph (a) (2) of this section and the 
name of the packing medium specified
m. paragraph (a)(3) (i) and (ii) of this 
section, preceded by “In” or “Packed in” 
or the words “solid pack”, where appli­
cable, shall be included as part of the 
name or in close proximity to the name 
of the food. When the packing medium 
is prepared with a sweetener(s) which 
imparts a taste, flavor or oth$r charac­
teristic to the finished food in addition 
to sweetness, the name of the packing 
medium shall be accompanied by the 
name of such sweetener (s), as for ex-
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ample in the case of a mixture of brown 
sugar and honey, an appropriate state­
ment would be “_______;______sirup of
brown sugar and honey” the blank to be 
filled in with the word “light”, “heavy”, 
or “extra heavy” as the case may be. 
When the liquid portion of the packing 
media provided for in paragraph (a) (3)
(i) and (ii) of this section consists of 
fruit juice (s), such juice (s) shall be des­
ignated in the name of the packing 
medium as:

(a) In the case of a single fruit juice, 
the name o t the juice shall be used in 
lieu of the word “fruit”;

(b) In the case of a combination of 
two or more fruit juices, the names of 
the juices in the order of predominance 
by weight shall either be used in lieu of 
the word “fruit” in the name of the 
packing medium, or be declared on the 
label as specified in paragraph (a) (4)
(iii) of this section; and

(c) In the case of a single fruit juice 
or a combination of two or more fruit 
juices any of which are made from con­
centrate (s) , the words “from concen­
tra ted) ” shall follow the word “juiced) ” 
in the name of the packing medium and 
in the name(s) of such juiced) when 
declared as specified in paragraph (a)
(4) (iii) of this section.

(iii) Whenever the names of the fruit 
juices used do not appear in the name of 
the packing medium as provided in para­
graph (a) (4) (ii) (b) of this section, such 
names and the words “from concen­
trate”, as specified in paragraph (a) (4)
(ii) (c) of this section, shall appear in 
an ingredient statement pursuant to the 
requirements of § 101.3(d) of this 
chapter.

(iv) Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter.

(b) Quality—(1) The standard of 
quality for canned cherries is as follows;

(i) In the case of pitted cherries, .»ot 
more than 1 pit is present in each 20 
ounces of canned cherries, as determined 
by the method prescribed in paragraph
(b) (2) (i) of this section.

(ii) In  the case of unpitted cherries, 
the weight of each cherry in the con­
tainer is not less than Yiq ounce.

(iii) In the case of unpitted cherries, 
the weight of the largest cherry in the 
container is not more than twice the 
weight of the smallest cherry therein.

(iv) In the case of unpitted cherries, 
the total weight of pits is not more than 
12 percent of the weight of drained 
cherries, as determined by the method 
prescribed in paragraph (b) (2) (ii) of 
this section.

(v) Not more than 15 percent by count 
of the cherries in the container are 
blemished with scab, hail injury, discol­
oration, scar tissue or other abnormality. 
A cherry showing skin discoloration 
(other than scald) having an aggregate 
area exceeding that of a circle %2 inch 
in diameter is considered to be blem­
ished. A cherry showing discoloration 
of any area but extending into the fruit 
tissue is also considered to be blemished.
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(2) (i) Pitted canned cherries shall 
be tested by the following method to de­
termine whether or not they comply with 
the requirements of paragraph (b) (1) (i) 
of this section: Take at random such 
number of containers as to have a total 
quantity of contents of at least 24 pounds. 
Open the containers and weigh the con­
tents. Count the pits and pieces of pit 
shell in such total quantity. Count a 
piece of pit shell equal to or smaller than 
one-half pit shell as one-half pit, and a 
piece of pit shell larger than one-half pit 
shell as one pit; but when two or more 
pieces of pit shell are within or attached 
to a single cherry, count such pieces as 
one-half pit if their combined size is 
equivalent to that of one-half pit shell or 
less, and as one pit if their combined size 
is equivalent to that of more than one- 
half pit shell. From the total number of 
pits so counted and the combined weight 
of the contents of all the containers, 
calculate the number of pits present in 
each 20 ounces of canned cherries.

(ii) Unpitted canned cherries shall be 
tested by the following method to de­
termine whether or not they comply with 
the requirements of paragraph (b) (1)
(iv) of this section: Tilt the opened con­
tainer so as to distribute the contents 
over the meshes of a circular sieve 
which has previously been weighed. The 
diameter of the sieve is 8 inches if the 
quantity of the contents of the container 
is less than 3 pounds, or 12 inches if such 
quantity is 3 pounds or more. The bot­
tom of the sieve is No. 8 woven-wire 
cloth which complies with the specifica­
tions for such cloth set forth on page 3 
of “Standard Specifications for Sieves,” 
published October 25, 1938, by United 
States Department of Commerce, Na­
tional Bureau of Standards. Without 
shifting the cherries, so incline the 
sieve as to facilitate drainage. Two 
minutes from the time drainage begins, 
weigh the sieve and drained cherries. 
The weight so found, less the weight of 
the sieve, shall be considered to be the 
weight of drained cherries. Pit the 
cherries and wash the pits free from ad­
hering flesh. Drain and weigh the pits 
by the method prescribed above. Divide 
the weight of pits so found by the weight 
of drained cherries, and multiply by 100.

(3) If the quality of canned cherries 
falls below the standard prescribed in 
paragraph (b) (1) of this section, the 
label shall bear the general statement of 
substandard quality specified in § 130.14
(a) of this chapter, in the manner and 
form therein specified; but in lieu of 
such general statement of substandard 
quality, the label may bear the alterna­
tive statement “Below Standard in
Quality------- ”, the blank to be filled in
with the words specified after the cor­
responding number of each subpara­
graph of paragraph (b) (1) of this sec­
tion which such canned cherries fail to 
meet, as follows: (i) “Partially pitted”; 
(ii) “Small”; (iii) “Mixed,sizes”; (iv) 
“Thin-fleshed”; (v) “Blemished”. Such 
alternative statement shall immediately 
and conspicuously precede or follow, 
without intervening written, printed, or 
graphic matter, the name “Cherries” and
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any words and statements required or 
authorized to appear with such name 
by § 145.125(a)(2).

(c) Fill of container—(1) The stand­
ard of fill of container for canned cher­
ries is the maximum quantity of the op­
tional cherry ingredient th a t can be 
sealed in the container and processed by 
heat to prevent spoilage, without crush­
ing such ingredient.

(2) If canned cherries fall below the 
standard of fill of container prescribed 
in paragraph (c) (1) of this section, the 
label shall bear the general statement of 
substandard fill specified in § 130.14(b) 
of this chapter, in the manner and form 
therein specified.
§ 145.126 Artificially sweetened canned 

cherries.
(a) Artificially sweetened canned 

cherries is the food which conforms to 
the definition and standard of identity 
prescribed for canned cherries by § 145.- 
125(a), except that in lieu of a packing 
medium specified in § 145.125(a) (3), the 
packing medium used Is water artificially 
sweetened with saccharin, sodium sac­
charin, or a combination of both. Such 
packing medium may be thickened with 
pectin and may contain any mixture of 
any edible organic salt or salts and any 
edible organic acid or acids as a flavor­
enhancing agent, in a quantity not more 
than is reasonably required for that pur­
pose.

(b) (1) The specified name qf the food
is “artificially sweetened_________”, the
blank being filled in with the name pre­
scribed by § 145.125(a) for canned cher­
ries having the same optional cherry in­
gredient.

(2) The artificially sweetened food is 
subject to the requirements for label 
statement of optional Ingredients used, 
as prescribed for canned cherries by 
§ 145.125 (a). If the packing medium Is 
thickened with pectin, the label shall bear 
the statement “thickened with pectin**. 
When any organic salt or acid or any 
mixture of two or more of these is added, 
the label shall bear the common or usual 
name of each such ingredient.
§ 145.128 Canned cherries with rum.

Canned cherries with rum conforms 
to the definition and standard of Iden­
tity, and is subject to the requirements 
for label statement of optional ingredi­
ents, prescribed for canned cherries 
by § 145.125(a), except that it contains 
added rum in such amount that its al­
cohol content Is more than 3 percent but 
less than 5 percent by weight.
§ 145.130 Canned figs.

(a) Ingredients. Canned figs is the food 
prepared from one of the optional fig 
ingredients specified in paragraph (b) of 
this section and one of the optional pack­
ing media specified in paragraph (c) of 
this section, to which lemon juice, con­
centrated lemon juice or organic acid(s) 
is added, when necessary to reduce the 
pH of the finished product to pH 4.9 or 
below. Such food may also contain one, 
or any combination of two or more of 
the following safe and suitable optional 
Ingredients:

(1) Natural and artificial flavoring.
(2) Spice.
(3) Vinegar.
(4) Unpeeled segments of citrus fruits.
(5) Salt.

Such food is sealed in a container and 
before or after sealing is so processed by 
heat as to*prevent spoilage.

(b) Varietal types. The optional fig in­
gredients referred to in paragraph (a) of 
this section are prepared from mature 
figs of the light or dark varieties. Figs (or 
whole figs), split figs (or broken figs), or 
any combination thereof are optional fig 
ingredients. A “whole fig” is one which is 
whole, but may be slightly cracked, pro­
vided it retains its natural conforma­
tion without exposing the interior. A 
“split” or “broken” fig is one that is 
open to such an extent that the seed 
cavity is exposed. The shape of the fruit 
may be distorted, and the fruit may or 
may not be broken apart into entirely 
separate pieces.

(c) Packing media. (1) The optional 
packing media referred to in paragraph
(a) of this section, as defined in § 145.3 
are:

(1) Water.
(ii) Fruit juice(s) and water.
(iii) Fruit juice(s).

Such packing media may be used as such 
or any one Or any combination of two 
or more safe and suitable nutritive car­
bohydrate sweetener(s) may be added. 
Sweeteners defined in § 145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been established 
in Part 168 of this chapter shall comply 
with such standard in lieu of any defini­
tion that may appear in § 145.3.

(2) When a sweeten«: is added as a 
part of any such liquid packing medium, 
the density range of the resulting pack­
ing medium expressed as percent by 
weight of sucrose (degrees Brix) as deter­
mined by the procedure prescribed in 
§ 145.3 (m) shall be designated by the ap­
propriate name for the respective density 
ranges, namely:

(i) When the density of the solution is 
11 percent or more but less than 16 per­
cent, the medium shall be designated as 
“slightly sweetened water”; or “extra 
light syrup”; “slightly sweetened fruit 
juice(s) and water”; or “slightly sweet­
ened fruit juice(s) ”, as the case may be.

(ii) When the density of the solution 
is 16 percent or more but less than 21 
percent, the medium shall be designated 
as “light sirup”; “lightly sweetened fruit 
juice(s) and water”; or “lightly sweet­
ened fruit juice(s) ”, as the case may be.
„4 (iii) When the density of the solution 

is 21 percent or more but less than 26 
percent, the medium shall be designated 
as “heavy sirup”; ‘'heavily sweetened 
fruit juice (s) and water” ; or “heavily 
sweetened fruit juice(s) ”, as the case may 
be.

(iv) When the density of the solution 
is 26 percent or more but not more than 
35 percent, the medium shall be desig­
nated as “extra heaV^ Sirup”; "extra 
heavily sweetened fruit juiceis) and wa­
ter”; or “extra heavily sweetened fruit 
Juice(s) ”, as the case may be.

(d) Labeling requirements. (1) The 
name of the food is “figs”. The words 
“broken” or “split” shall be a part of the 
name when the optional fig Ingredient is 
a broken or split fig. The name of the 
food shall also include a declaration of 
any flavoring that characterizes the 
product as specified in § 101.22 of this 
chapter and a declaration of any spice or 
seasoning that characterizes the prod­
uct; for example, “Spice added”, or in 
lieu of the word “Spice”, the common 
name of the spice, “Seasoned with vine­
gar” or “Seasoned with unpeeled seg­
ments of citrus fruits”. When two or 
more of the optional ingredients speci­
fied in paragraph (a) (2) through (5), in­
clusive, of this section are used, such 
words may be combined as for example, 
“Seasoned with cider vinegar, cloves, cin­
namon oil and unpeeled segments of cit-
rus fruits.”

(2) The name of the packing medium 
as used in paragraph (c) (1) of this sec­
tion, preceded by “In” or “Packed in”, 
as provided in paragraph (c) of this sec­
tion, shall be included as part of the 
name or in close proximity to the name 
of the food. When the packing medium 
is prepared with a sweetener (s) which 
imparts a taste, flavor or other charac­
teristic to the finished food other 
than sweetness, as for example, a mix­
ture of brown sugar and honey, the
statement “_______ sirup of brown
sugar and honey” the blánk to be 
filled in with the word “light”, “heavy”, 
or “extra heavy”, as the case may be, 
shall be included as part of the name or 
in close proximity to the name of the 
food. When the liquid portion. of the 
packingmedia provided for in paragraph
(c) (1) and (2) of this section consists of 
fruit juice(s), such juice(s) shall be 
designated in the name of the packing 
medium as:

(i) In the case of a single fruit juice, 
the name of the juice shall be used in 
lieu of the word “fruit” ;

(ii) In the case of a combination of 
two or more fruit juices, the names of 
the juices in the order of predominance 
by weight shall either be used in lieu 
of the word “fruit” in the name of the 
packing medium, or be declared on the 
label as specified in paragraph (d) (3) of 
this section; and

(iii) In the case of a single fruit juice 
or a combination of two or more fruit 
juices any of which are made from con­
centrate (s), the words “from concen­
trate (s) ” shall follow the word “juice (s) ” 
in the name of the packing medium and 
in the name(s) of such juice(s) when 
declared as specified in paragraph (d)
(3) of this section.

(3) Whenever the names of the fruit 
juices used do not appear in the name of 
the packing medium as provided in para-

4graph (d) (2) (ii) of this section, such 
names and the words “from con­
trate”, as specified in paragraph (d) (2)
(iii) of this section, shall appealin an 
ingredient statement pursuant to the re­
quirements of § 101.3(d) of this chapter.

(4) Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections ox 
Part 101 of this chapter.
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§ 145.131 Artificially sweetened canned 

figs.
(a) Artificially sweetened canned figs 

is the food which conforms to the defi­
nition and standard of identity pre­
scribed for canned figs by § 145.130, ex­
cept that in lieu of a packing medium 
specified in § 145.130(c), the packing me­
dium used is water artificially sweetened 
with saccharin, sodium saccharin, or a 
combination of both. Such packing me­
dium may be thickened with pectin and 
may contain any mixture of any edible 
organic salt or salts and any edible or­
ganic acid or acids as a flavor-enhancing 
agent, in a quantity not more than is 
reasonably required for that purpose.

(b) (1) The specified name of the food
is “artificially sweetened___ *__ ”, the
blank being filled in with the name pre­
scribed by § 145.130 for canned figs hav­
ing the same optional fig ingredient.

(2) The artificially sweetened food is 
subject to the requirements for label 
statement of optional ingredients used, 
as prescribed for canned figs by § 145.130. 
If the packing medium is thickened with 
pectin, the label shall bear the statement 
“thickened with pectin”. When any or­
ganic salt or acid or any mixture of two 
or more of these is added, the label shall 
bear the common or usual name of each 
such ingredient.
§ 145.134 Canned preserved figs.

(a) Canned preserved figs is the food 
prepared from one of the optional fig 
ingredients specified in paragraph (b) 
of this section and the packing medium 
specified in paragraph (c) of this section, 
to which citric acid or lemon juice or 
concentrated lemon juice is added, If 
necessary, in such quantity as to reduce 
the pH of the finished product to 4.9 or 
below. The figs are precooked in the 
packing medium, sealed in a container, 
and so processed by heat, either before 
or after sealing, as to prevent spoilage.

(b) The optional fig Ingredients re­
ferred to in paragraph (a) of this section 
are whole mature figs of the light or 
dark varieties that may be either peeled 
or unpeeled.

(c> (1) The packing medium referred 
to in paragraph (a) of this section is pre­
pared from water and one of the follow­
ing optional sweetening ingredients:

(i) Sugar.
(ii) Invert sugar sirup.
(iii) Any mixture of optional sweeten­

ing ingredients designated in paragraph
(e) (1) (i) and (ii) of this section.

(iv) Any of the optional sweetening 
ingredients designated in paragraph (c)
(1) (i), (ii), and (iii) of this section with 
dextrose: Provided, That the weight of 
the solids of dextrose does not exceed 
one-third of the total weight of the solids 
of the combined sweetening ingredients.

(v) Any of the optional sweetening in­
gredients designated in paragraph (c) (1)
(i), (ii), and (iii) of this section with 
corn sirup or with dried corn sirup or 
with glucose sirup or with dried glucose 
sirup, or with any two or more of these: 
Provided, That the weight of the solids 
of corn sirup, dried corn sirup, glucose

dried glucose sirup or the sum of 
the weights of the solids of com sirup,

dried com sirup, glucose sirup, and dried 
glucose sirup, in case two or more of 
these are used, does not exceed one- 
fourth of the total weight of the solids 
of the combined sweetening ingredients.

(vi) Any mixture of the optional in­
gredients designated in paragraph (c)
(1) (iv) and (v) of this section.

(2) The density of the packing me­
dium described in paragraph (c) (1) of 
this section, as measured on the Brix 
hydrometer 15 days or more after the 
figs are canned, is not less than 50° and 
not more than 55°.

(d ) (1) The name of the food is “Pre­
served Figs—Precooked in Sirup”. For 
the purpose of label declaration, the 
words “Precooked in Sirup” may appear 
immediately below the words “Preserved 
Figs”, but there shall be no intervening 
written, printed, or graphic matter, and 
the letters used for the words “Precooked 
in Sirup” shall be of the same type style 
and not less than one-half the height 
of the letters in the words “Preserved 
Figs”.

(2) The label shall indicate which op­
tional fig ingredient specified in para­
graph (b) of this section is used.

(e) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the words herein 
specified, showing the optional fig in­
gredient used, shall immediately and 
conspicuously precede or follow such 
name without intervening written, 
printed, or graphic matter, except that 
the varietal name of the figs may so 
intervene.
§ 145.135 Canned frnit cocktail.

(a) Identity—(1) Ingredients. Canned 
fruit cocktail, canned cocktail fruits, 
canned fruits for cocktail, is the food 
prepared from the mixture of fresh, 
frozen, or previously canned fruit ingre­
dients of mature fruits in the forms and 
proportions as provided in paragraph
(a) (2) of this section, and one of the 
optional packing media specified in 
paragraph (a) (3) of this section. Such 
food may also contain one, or any com­
bination of two or more, of the following 
safe and suitable optional ingredients:

(1) Natural and artificial flavors.
(ii) Spice.
(iii) Vinegar, lemon juice, or organic 

acids.
(iv) Ascorbic acid in an amount no 

greater than necessary to preserve color. 
Such food is sealed in a container and 
before or after sealing is so processed by 
heat as to prevent spoilage.

(2) Varietal types and styles. The 
fruit ingredients referred to in para­
graph (a) (1) of this section, the forms 
of each, and the percent by weight of 
each in the mixture of drained fruit from 
the finished canned fruit cocktail are as 
follows:

(i) Peaches. Any firm yellow variety 
of the species Prunus persica L., exclud­
ing nectarine varieties, which are pitted, 
peeled, and diced, not less than 30 per­
cent and not more than 50 percent.

(ii) Pears. Any variety, of the species 
Pyrus communis L. or Pyrus sinensis L., 
which are peeled, cored, an4 diced, not

less than 25 percent and not more than 
45 percent.

(iii) Pineapples. Any variety, of the 
species Ananas comosus L., which are 
peeled, cored, and cut into sectors or into 
dice, not less than 6 percent and not 
more than 16 percent.

(iv) Grapes. Any seedless variety, of 
the species Vitis vinifera L., or Vitis la- 
brusca L., not less than 6 percent and not 
more than 20 percent.

(v) Cherries. Approximate halves or 
whole pitted cherries of the species 
Prunus cerasus L., not less than 2 per­
cent and not more than 6 percent, of the 
following types:

(a) Cherries of any light, sweet va­
riety;

(5) Cherries artificially'colored red; 
or

(c) Cherries artificially colored red 
and flavored, natural or artificial.
Provided, That each 127.5 grams (4% 
ounces avoirdupois) of the finished 
canned fruit cocktail and each fraction 
thereof greater than 56.7 grams (2 
ounces avoirdupois) contain not less 
than 2 sectors or 3 dice of pineapple and 
not less than 1 approximate half of 
the optional cherry ingredient.

(3) Packing media, (i) The optional 
packing media referred to in paragraph
(a)(1) of this section, as defined in 
§ 145.3 are:

(a) Water.
(b) Fruit juice(s) and water.
(c) Fruit juice(s).

Such packing media may be used as such 
or any one or any combination of two 
or more safe and suitable nutritive car­
bohydrate sweetener(s) may be added. 
Sweeteners defined In § 145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been established 
in Part 168 of this chapter shall comply 
with such standard in lieu of any defini­
tion that may appear in § 145.3.

(ii) When a  sweetener is added as a 
part of any such liquid packing medium, 
the density range of the resulting pack­
ing medium expressed as percent by 
weight of sucrose (degrees Brix) as de­
termined by the procedure prescribed in 
§ 145.3(m) shall be designated by the ap­
propriate name for thè respective density 
ranges, namely:

(a) When the density of the solution 
is 10 percent or more, but less than 14 
percent, the medium shall be designated 
as “slightly sweetened water”; or “extra 
light sirup”; “slightly sweetened fruit 
juice(s) and water”; or “slightly 
sweetened fruit juice(s) ”, as the case 
may be.

(b) When the density, of the solution 
is 14 percent or more but less than 18 
percent, the medium shall be designated 
as “light sirup”; “lightly sweetened fruit 
juice(s) and water”; or “lightly sweet­
ened fruit juice (s) ”, as the case may be.

(c) When the density of the solution 
is 18 percent or more but less than 22 
percent, the medium shall be designated 
as “heavy sirup”; “heavily sweetened 
fruit juice(s) and water”; or “heavily 
sweetened fruit juice(s)”, as the case 
may be.
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(d) When the density of the solution 
is 22 percent or more but not more than 
35 percent, the medium shall be desig­
nated as “extra heavy sirup”; “extra 
heavily sweetened fruit juice (s) and 
water”; or “extra heavily sweetened 
fruit juice (s')”, as the case may be.

(4) Labeling requirements, (i) The 
name of the food is “fruit cocktail”, 
“cocktail fruits”, or “fruits for cock­
tail”. The name of the food shall also in­
clude a declaration of any flavoring that 
characterizes the product as specified in 
§ 101.22 of this chapter and a declaration 
of any spice or seasoning that character­
izes the product; for example, “Spice 
added”, or in lieu of the word “Spice”, 
the common name of the spice, “Sea­
soned with vinegar” or “Seasoned with 
lemon juice”. When two or more of the 
optional ingredients specified in para­
graph (a) (1) (ii) and (iii) of this section 
are used, such words may be combined 
as for example, “Seasoned with cider 
vinegar, cloves, cinnamon oil and lemon 
juice”.

(ii) The name of the packing medium 
as used in paragraph (a) (3) (i) and (ii) 
of this section, preceded by “In” or 
“Packed in” shall be included as part of 
the name or in close proximity to the 
name of the food. When the packing 
medium is prepared with a sweetener(s) 
which imparts a taste, flavor or other 
characteristic to the finished food in ad­
dition to sweetness, the name of the 
packing medium shall be accompanied 
by the name of such sweetener (s), as for 
example, in the case of a mixture of 
brown sugar and honey, an appropriate
statement would be “_________sirup of
brown sugar and honey” the blank to be 
filled in with the word “light”, “heavy”, 
or “extra heavy” as the case may be. 
When the liquid portion of the packing 
media provided for in paragraph (a) (31 
(i) and (ii) of this section consists of 
fruit juice(s), such juice(s) shall be des­
ignated in the packing medium as:

(a) In the case of a single fruit juice, 
the name of the juice shall be used in 
lieu of the word “fruit”;

(b) In the case of a combination of 
two or more fruit juices, the names of 
the juices in the order of predominance 
by weight shall either be used in lieu of 
the word “fruit” in the name of the 
packing medium, or be declared on the 
label as specified in paragraph (a) (4) 
(iii) of this section; and

(c) In the case of a single fruit juice 
or a combination of two or more fruit 
juices any of which are made from con­
centrate (s), the words “from concen­
tra ted ) ” shall follow the word “juiceis) ” 
in the name of the packing medium and 
in the name(s) of such juice(s) when 
declared as specified in paragraph (a) 
(4) (iii) of this section.

(iii) Whenever the names of the fruit 
juices used do not appear in the name 
of the packing medium as provided in 
paragraph (a) (4) (ii) (b) of this section, 
such names and the words “from con­
centrate”, as specified in paragraph (a) 
(4) (ii) (c) of this section, shall appear in 
an ingredient statement pursuant to 
the requirements of § 101.3(d) of this 
chapter.

(iv) Each of the optional ingredients 
used shall be declared on the label as re­
quired by the applicable sections of Part 
101 of this chapter.

(b) Quality—(1) The standard of 
quality for canned fruit cocktail is as 
follows:

(i) Not more than 20 percent by 
weight of the units in the container of 
peach or pear, or of pineapple if the units 
thereof are diced, are more than % inch 
in greatest edge dimension, or pass 
through the meshes of a sieve designated 
as %6 inch in Table I of “Standard Spec-

• ifications for Sieves,” published March 
1, 1940, in L.C. 584 of the National Bu­
reau of Standards, United States Depart­
ment of Commerce. If the units of pine­
apple are in the form of sectors, not more 
than 20 percent of such sectors in the 
container fail to conform to the following 
dimensions: The length of the outside arc 
is not more than % inch but is more than 
% inch; the thickness is not more than 
y2 inch b u t is more than inch; the 
length (measured along the radius from 
the inside arc to the outside arc) is not 
more than 1% inches but is more than 
% inch.

(ii) Not more than 10 percent of the 
grapes in a container containing 10 
grapes or more, and not more than 1 
grape in a container containing less than 
10 grapes, are cracked to the extent of 
being severed into two parts or are 
crushed to the extent that their normal 
shape is destroyed.

(iii) Not more than 10 percent of the 
grapes in a container containing 10 
grapes or more, and not more than a 
grape in a container containing less 
than 10 grapes, have the cap stem a t­
tached.

(iv) There is present in the finished 
canned fruit cocktail not more than 1 
square inch of pear peel per each 1 
pound of drained weight of units of pear 
plus the weight of a proportion of the 
packing medium which is the same pro­
portion as the drained weight of the 
units of pear bears to the drained weight 
of the entire contents of the can. Such 
drained weights shall be determined by 
the method prescribed in paragraph (c) 
of this section.

(v) There is present in the finished 
canned fruit cocktail not more than 1 
square inch of peach peel per each 1 
pound of drained weight of units of 
peach plus the weight of a proportion of 
the packing medium which is the same 
proportion as the drained weight of units 
of peach bears to the drained weight of 
the entire contents of the can. Such 
drained weights shall be determined by 
the method prescribed in paragraph (c) 
of this section.

(vi) Not more than 15 percent of the 
units of cherry ingredient, and not more 
than 20 percent of the units of peach, 
pear, or grape, in the container are blem­
ished with scab, hail injury, scar tissue 
or other abnormality.

(vii) If the cherry ingredient is artifi­
cially colored, the color of not more than 
15 percent of the units thereof in a con­
tainer containing more than six units 
and of not more than one unit in a 
container containing six units or less, is

other than evenly distributed in the unit 
or other than uniform with the color 
of the other units of the cherry in­
gredient.

(2) If the quality of canned fruit cock­
tail falls below the standard prescribed 
in paragraph (b) (1) of this section, the 
label shall bear the general statement of 
substandard quality specified in § 130.14
(a) of this chapter, in the manner and 
form therein specified.

(c) Fill of container—(1) The stand­
ard of fill of container for canned fruit 
cocktail is a fill such that the total weight 
of drained fruit is not less than 65 per­
cent of the water capacity of the con­
tainer, as determined by the general 
method for water capacity of containers 
prescribed in § 130.12(a) of this chapter. 
Such total weight of drained fruit is de­
termined by the following method: Tilt 
the opened container so as to distribute 
the contents evenly over the meshes of 
a circular’sieve which has been previously 
weighed. The diameter of the sieve is 8 
inches if the quantity of contents of the 
container is less than 3 pounds, and 12 
inches if such quantity is 3 pounds or 
more. The bottom of the sieve is woven- 
wire cloth which complies with the spec­
ifications for such cloth set forth under 
“2380 Micron (No. 8)” in Table I of 
“Standard Specifications for Sieves,” 
published March 1, 1940, in L.C. 584 of 
the United States Department of Com­
merce, National Bureau of Standards. 
Without shifting the material on the 
sieve so incline the sieve as to facilitate 
drainage. Two minutes from the time 
drainage begins, weigh the sieve and 
drained fruit. The weight so found, less 
the weight of the sieve, shall be con­
sidered to be the total weight of drained 
fruit.

(2) If canned fruit cocktail falls below 
the standard of fill of container pre­
scribed in paragraph (c) (1) of this sec­
tion, the label shall bear the general 
statement of substandard fill specified in 
§ 130.14(b) of this chapter, in the man­
ner and form therein prescribed.
§ 145.136 Artificially sweetened canned 

fruit cocktail.
(a) Artificially sweetened canned fruit 

cocktail is the food which conforms to 
the definition and standard of identity 
prescribed for canned fruit cocktail by 
§ 145.135(a), except that in lieu of a 
packing medium specified in § 145.135(a)
(3), the packing medium used is water 
artificially sweetened with saccharin, so­
dium saccharin, or a combination of 
both. Such packing medium may be 
thickened with pectin and may contain 
any mixture of any edible organic salt 
or salts and any edible organic acid or 
acids as a flavor-enhancing agent, in a 
quantity not more than is reasonably re­
quired for that purpose.

(b) (1) The specified name of the food 
is “artificially sweetened fruit cocktail”.

(2) Artifièially sweetened fruit cock­
tail is subject to the requirements for 
label statement of optional ingredients 
used, as prescribed for canned fruit cock­
tail by § 145.135(a). If the packing me­
dium is thickened with pectin, the label 
shall bear the statement “thickened with
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pectin”. When any organic salt or acid 
or any mixture of two or more of these 
is added, the label shall bear the common 
or usual name of each such ingredient.
§ 145.140 Canned seedless grapes.

(a) Ingredients. Canned seedless 
grapes is the food prepared from one of 
the fresh or previously canned optional 
grape ingredients specified in paragraph
(b) of this section, which may be packed 
in one of the optional packing media 
specified in paragraph (c) of this section. 
Such food may also contain one, or 
any combination of two or more, of 
the following safe and suitable optional 
ingredients:

(1) Natural and artificial flavors.
(2) Spice.
(3) Vinegar, lemon juice, or organic 

acids.
Such food is sealed in a container and 
before or after sealing is so processed by 
heat as to prevent spoilage.

(b) Varietal types and styles. The op­
tional grape ingredients referred to in 
paragraph (a) of this section are pre­

pared from stemmed grapes of the light 
or dark seedless varieties or from un­
stemmed clusters of such grapes. For the 
purposes of paragraph (d) of tills section, 
the names of such optional grape ingredi­
ents are “light seedless grapes” or “dark 
seedless grapes”, as the case may be, pre­
ceded by the words “unstemmed clusters” 
where applicable.

(c) Packing media. (1) The optional 
packing media referred to in paragraph
(a) of this section, as defined in § 145.3 
are:

(1) Water.
(ii) Fruit juice(s) and water.
(iii) Fruit juice(s).

Such packing media may be used as such 
or any one or any combination of two 
or more safe and suitable nutritive car­
bohydrate sweetener(s) may be added. 
Sweeteners defined in § 145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been established 
in Part 168 of this chapter shall comply 
with such standard in lieu of any defini­
tion that may appear in § 145.3.

(2) When a sweetener is added as a 
part of any such liquid packing medium, 
the density range of the resulting pack­
ing medium expressed as percent by 
weight of sucrose (degrees Brix) as de­
termined by the procedure prescribed in 
§ 145.3 (m) shall be designated by the ap­
propriate name for the respective density 
ranges, namely :

(i) When the density of the solution 
is less than 14 percent, the medium shall 
be designated as “slightly sweetened wa­
ter”; or “extra light sirup”; “slightly 
sweetened fruit juice(s) and water”; or 
slightly sweetened fruit juice (s)”, as 

the case may be.
<ii) When the density of the solution is 

14 percent or more but less than 18 per­
cent, the medium shall be designated as 
“light sirup”; “lightly sweetened fruit

juice(s) and water”; or “lightly sweet­
ened fruit juice(s) ", as the case may be.

(iii) When the density of thè solution 
is 18 percent or more but less than 22 
percent, the medium shall be designated 
as “heavy sirup”; “heavily sweetened 
fruit juice(s) and water”; or “heavily 
sweetened fruit juice(s)”, as the case 
may be.

(iv) When the density of the solution 
is 22 percent or more but not more than 
35 percent, the medium shall be desig­
nated as “extra heavy sirup”; “extra 
heavily sweetened fruit juice(s) and 
water” ; or “extra heavily sweetened fruit 
juice (s) ”, as the case may be.

(d) Labeling requirements. (1) The 
name of the food is “seedless grapes.” 
The name of the food shall also include 
a declaration of any flavoring th a t char­
acterizes the product as specified in 
§ 101.22 of this chapter and a declara­
tion of any spice or seasoning that char­
acterizes the product; for example, 
“Spice added”, or in lieu of the word 
“Spice”, the common name of the spice, 
or “Seasoned with lemon juice”. When 
two or more of the optional ingredients 
specified in paragraph (a) (2) and (3) 
of this section are used, such words may 
be combined as for example, “Seasoned 
with cider vinegar, cloves, and cinna­
mon oil”.

(2) The color type and style of the 
grape ingredient as provided in para­
graph (b) of this section and the name 
of the packing medium specified in para­
graph (c) (1) and (2) of this section, 
preceded by “In” or “Packed in” or the 
words “solid pack”, where applicable, 
shall be included as part of the name 
or in close proximity to the name of the 
food. When the packing medium is pre­
pared with a sweetener (s) which imparts 
a taste, flavor or other characteristic 
to the finished food in addition to 
sweetness, the name of the packing me­
dium shall be accompanied by the 
name of such sweetener(s), as fpr ex­
ample in the case of a mixture of brown 
sugar and honey, an appropriate state­
ment would be “____________ sirup of
brown sugar and honey” the blank to be 
filled in with the word “light”, “heavy”, 
or “extra heavy” as the case may be. 
When the liquid portion of the packing 
media provided for in paragraph (c) (1) 
and (2) of this section consists of fruit 
juice (s), such juice (s) shall be desig­
nated in the packing medium as :

(i) In  the case of a single fruit juice, 
the name of the juice shall be used in 
lieu of the word “fruit”;

(ii) In the case of a combination of 
two or more fruit juices, the names of 
the juices in the order of predominance 
by weight shall either be used in lieu of 
the word “fruit” in the name of the 
packing medium, or be declared on the 
label as specified in paragraph (d) (3) 
of this section; and

(iii) In the case of a single fruit juice 
or a combination of two or more fruit 
juices any of which are made from con­
centrate (s), the words “from concen­

trate(s) ” shall follow the word “juice(s) ” 
in the name of the packing medium and 
in the name(s) of such juice (s) when 
declared as specified in paragraph (d)
(3) of this section.

(3) Whenever the names of the fruit 
juices used do not appear in the name 
of the packing medium as provided in 
paragraph (d) (2) (ii) of this section, 
such names and the words “from con­
centrate”, as specified in paragraph (d)
(2) (iii) of this section, shall appear in 
an ingredient statement pursuant to 
the requirements of § 101.3(d) of this 
chapter.

(4) Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter.
§ 145.145 Canned grapefruit.

(a) Identity—(l) "Product identifica­
tion. Canned grapefruit is the food pre­
pared from one of the optional grape­
fruit ingredients specified in paragraph
(a) (2) of this section and one of the 
optional packing media specified in para­
graph (a) (3) of this section. Such food 
may also contain one or more of the, 
following safe and suitable optional in­
gredients:

(1) Spices.
(ii) Natural and artificial flavoring.
(iii) Lemon juice.
(iv) Citric acid.
(v) Calcium chloride or calcium lac­

tate or a mixture of the two calcium salts 
in a quantity reasonably necessary to 
firm the grapefruit sections, but in no 
case in a quantity such that the cal­
cium contained in such calcium salt or 
mixture is more than 0.035 percent by 
weight of the finished food.
Such food is sealed in a container and, 
before or after sealing, is so processed 
by heat as to prevent spoilage.

(2) Optional grapefruit ingredient. 
The optional grapefruit ingredients re­
ferred to in paragraph (a) (1) of this 
section are prepared from sound, mature 
grapefruit (.Citrus paradisi Macfadyen) 
of the color types white—produced from 
white-fleshed grapefruit, and 'pink— 
produced from pink or red-fleshed grape­
fruit and are in the following forms of 
units: Whole sections or broken sections^ 
Each such form of units or a mixture of 
such forms of units prepared from a 
single varietal group (color type) is an 
optional grapefruit ingredient. The core, 
seeds, and major portions of membrane 
of such ingredient are removed. For the 
purpose of this section, a grapefruit sec­
tion is considered whole when the unit 
is intact or an intact portion of such 
unit is not less than 75 percent of its 
apparent original size and is not exces­
sively trimmed.

(i) For the purpose of paragraph (a)
(4) of this section, the name of the op­
tional grapefruit ingredient is:

(a) “Section” or “segments”, if 50 per­
cent or more of the drained weight of 
the food consists of whole sections.

(b) “Broken sections” or “broken seg­
ments”, if less than 50 percent of the
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drained weight of the food consists of 
whole sections.

(ii) The drained weight is determined 
by the method prescribed in the stand­
ard of fill of container for canned grape­
fruit set forth in paragraph (c)(2) of 
this section.

(3) Packing media, (i) The optional 
packing media referred to in paragraph
(a) (1) of this section are:

(a) Water.
(b) Grapefruit juice and water.
(c) Grapefruit juice.
(d) Slightly sweetened sirup or slightly 

sweetened water.
(e) Light sirup.
(?) Heavy sirup.
(g) Slightly sweetened grapefruit juice 

and water.
(h) Lightly sweetened grapefruit juice 

and water.
(i) Heavily sweetened grapefruit juice 

and water.
(?) Slightly sweetened grapefruit juice, 
(fc) Lightly sweetened grapefruit juice.
(1) Heavily sweetened grapefruit 

juice.
As used in paragraph (a) (3) (i) of this 
section, the optional packing medium 
“water” means, in addition to water, 
any mixture of water and grapefruit 
juice in which there is less than 50 
percent grapefruit juice; the optional 
packing medium “grapefruit juice and 
water” means the liquid packing 
medium in which juice of mature 
grapefruit and water are combined 
as a liquid packing medium with not 
less than 50 percent grapefruit juice 
and the term “grapefruit juice” means 
single strength expressed juice of sound, 
mature fruit. It may be fresh, canned, or 
made from concentrate. However, if it 
is made from concentrate, the juice shall 
be reconstituted with water to not less 
than the soluble solids the grapefruit 
juice had before concentration.

(ii) Each of the packing media in para­
graph (a) (3) (i) (d ) to (l) of this section 
is prepared with a liquid ingredient and 
one or more safe and suitable nutritive 
carbohydrate sweeteners. Water is the 
liquid ingredient from which packing 
media in paragraph (a) (3̂  (i) (d) to (/) 
of this section are prepared. Grapefruit 
juice and water are the liquid ingredi­
ents from which the packing media in 
paragraph (a) (3) (i) (g) to (i) of this 
section are prepared. Grapefruit juice is 
the liquid ingredient from which the 
packing media in paragraph (a) (3) (i) 

..(?')' to (l) of this section are prepared. 
If one or more liquid nutritive carbohy­
drate sweeteners and grapefruit juice are 
combined as a liquid packing medium 
with not less than 50 percent grapefruit 
juice, the packing medium is as set forth 
in paragraph (a) (3) (i) (g) to (i) of this 
section.

(iii) The respective densities of pack­
ing media in paragraph (a) (3) (i) (d) to
(i) of this section as measured on the
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refractometer, expressed as percent by 
weight sucrose (degrees Brix) with cor­
rection for temperature to thé equiva­
lent at 20° C (68° P ) , 15 days or more 
after the grapefruit are canned or the 
blended homogenized slurry of the com­
minuted entire contents of the container 
if canned for less than 15 days, accord­
ing to the “Official Methods of Analysis 
of the Association of Official Analytical 
Chemists”,211th Ed., 1970, page 526, sec­
tion 31.011 (Solids) “By Means of Re­
fractometer—Official Pinal Action” (and 
47.012 and 47.015) without correction for 
invert sugar or other substances, are as 
follows:

(a) Packing media in paragraph (a) 
(3) (i) (d), (0), and (?) of this section: 
Twelve percent or more but less than 16 
percent.

(b) Packing media in paragraph (a) 
(3) (i) (e), (.h), and (fc) of this section: 
Sixteen percent or more but less than 18 
percent.

(c) Packing media in paragraph (a) 
(3) (i) (/), (i), and (Z) of this section: 
Eighteen percent or more. A lot shall be 
deemed to be in compliance for packing 
medium density based on the average 
value for all the samples analyzed ac­
cording to paragraph (b) (2) of this sec­
tion but no container may have a value 
lower than that of the next lower cate­
gory or 2 percent by weight sucrose (de­
grees Brix) lower if no lower category 
exists.

(4) Labeling requirements, (i) The 
name of the food is “grapefruit” or “pink 
grapefruit”, as appropriate for the color 
type of the grapefruit used. The name of 
the food shall also include a declaration 
of any flavoring that characterizes the 
product as specified in § 101.22 of this 
chapter and a declaration of any spice 
or seasoning that characterizes the prod­
uct; for example, “with added spice”. 
Whenever the word “sirup” is used, it 
may be alternatively spelled “syrup”. 
When two or more of the optional ingre­
dients specified in paragraphs (a) (1) (i), 
(ii), and (iii) of this section are used, 
such words may be combined; for exam­
ple, “with added cloves and cinnamon 
oil”.

(ii) The form and style of the grape­
fruit ingredient as provided for in para­
graph (a) (2) of this section and the 
name of the packing medium as used in 
paragraph (a) (3) of this section pre­
ceded by “In” or “Packed in” shall be 
included as part of the name. When the 
packing medium is prepared from con­
centrated grapefruit juice, the words 
“from concentrate” shall follow the 
words “grapefruit juice” in the name of 
the packing medium.

(iii) Each of the optional ingredients 
used shall be declared on the label as re-

8 Copiés may be obtained from: Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C. 
20044.

quired by the applicable sections of Part 
101 of this chapter.

(b) Quality—(1) The standard of 
quality for canned grapefruit is as 
follows :

(1) The food is free from extraneous 
material such as leaves, portions of 
leaves, and pieces of peel.

(ii) The finished food contains per 500 
grams (17.6 ounces) not more than:

(a) An aggregate area of 20 square 
centimeters (3.1 square inches) of tough 
membrane or albedo on the units.

(b) Four developed seeds. A seed is 
considered a developed seed when it 
measures more than 9.0 millimeters (0.35 
inches) in any dimension.

(iii) Not more than 15 percent by 
weight of the drained grapefruit may be 
blemished units. A blemished unit is a 
grapefruit section or any portion thereof • 
which is damaged by lye peeling, by dis­
coloration, or by other visible injury. 
The drained weight is determined by the 
method prescribed in the standard of fill 
of container for canned grapefruit set 
forth in paragraph (c) (2) of this section.

(2) Sampling and acceptance proce- - 
dure. A lot is to be considered acceptable 
when the number of “defectives” does 
not exceed the acceptance number in the 
sampling plans given in paragraph (b)
(2) (ii) of this section.

(i) Définitions of terms to be used in 
the sampling plans in paragraph (b) (2)
(ii) of this section are as follows:

(a) Lot. A collection of primary con­
tainers or units of the same size, type 
and style manufactured or packed under 
similar conditions and handled as a sin­
gle unit of trade.

(b) Lot size. The number of primary 
containers or units in the lot.

(c) Sample size in ) . The total num­
ber of sample units drawn for examina­
tion from a lot.

(d) Sample unit. A container, the en­
tire contents of a container, a portion of 
the contents of a container, or a com­
posite mixture of product from small 
containers that is sufficient for the ex­
amination or testing as a single unit.

(e) Defective. Any sample unit shall 
be regarded as defective when any of the 
defects or conditions specified in the 
quality standard (paragraph (b) (1) of 
this section) and paragraph (c) (3) (i> 
of this section for minimum fill of con­
tainer are present in excess of the stated 
tolerances.

(/) Accepted number (c). The maxi­
mum number of defective sample units 
permitted in the sample in order to con­
sider the lot as meeting the specified 
requirements.

(g) Acceptable quality level (AQL). 
The maximum percent of defective sam­
ple units permitted in a lot that will be 
accepted approximately 95 percent of the 
time.
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(ii) Sampling plans and acceptance 

procedure:

Lot size (primary containers) Size of container

Net weight equal to or lessthan 1 kg (2.2 lb)
n c

4,800 or less_______ 13 2
4,801-24,000............. ... 21 324,001-48,000.............. 29 448,001-84,000.............. 48 684,001-144,000............ 84 9144,001-240,000........... 126 13over 240,000___ :___ 200 19

Net weight greater than 1 kg(2.2 lb) but not more than4.5kgj(101b)
n  c

2,400 or less.— — 13 22,401-15,000................ 21 315,001-24,000_______ 29 421,001-42,000_______ 48 642.001-72,000 84 972,001-120,000___ 126 13over 120,000. ..........gj| 200 19
Net weight greater than 4.5 kg.(101b)

n c

600 or less___ 13 2601-2,000. . 21 32,001-7,200_______ 29 47.201-15,000...... 48 615.001-24,000 84 924,001-42,000 . 126 13over 42.000-. __ : 200 19

«»number of primary containers in sample c=acceptance number
(3) If the quality of canned grape­

fruit falls below the standard prescribed 
in paragraph (b) (1) of this section, the 
label shall bear the general statement 
of substandard quality specified in 
§ 130.14(a) of this chapter, in the_man- 
ner and form therein specified; however, 
if the quality of the canned grapefruit 
falls below standard with respect to only 
one of the factors of quality specified by 
paragraph (b) (1) (i), <ii), or (ni) of this 
section, there may be substituted for the 
second line of such general statement of 
substandard quality, “Good Pood—Not 
High Grade”, a new line as specified 
after the corresponding designation of 
paragraph (b) (1) of this section which 
the canned grapefruit fail to meet:

<i) “Contains extraneous material”.
(ii) (a) “Excessive tough membrane”.
(0) “Excessive seeds”.
(üi) “Excessive blemished units”.
(c) Fill of container—(1) The stand­

ard of fill of container for canned grape­
fruit is:

(1) The fill of grapefruit and packing 
medium, as determined by the general 
method for fill of container prescribed 
m § 130.12(b) of this chapter, is not less 
than 90 percent of the total capacity of 
the container.

(ii) The drained weight of grapefruit 
mgredient is not less than 50 percent 
oi the water capacity of the container, 

determined by the method prescribed 
Paragraph (c) (2) of this section and 

e general method for water capacity 
m containers prescribed in § 130.12(a) of 
this chapter.

ffrafod ^ t e h t  is determined by 
Sntî??owlng method: ™  the opened amer so as to distribute the contents

evenly over the meshes of a circular 
sieve which has previously been weighed. 
The diameter of the sieve is 20.3 centi­
meters (8 Inches) if the quantity of con­
tents of the container is less than 1.4 
kilograms (3 pounds) and 30.5 centi­
meters (12 inches) if such quantity is 
1.4 kilograms (3 pounds) or more. The 
bottom of the sieve is woven-wire cloth 
which* complies with the specifications 
for the No. 8 sieve set forth in the “Defi­
nitions of Terms and Explanatory 
Notes,” page xviii, of the “Official Meth­
ods of Analysis of the Association of Offi­
cial Analytical Chemists”,211th Ed., 1970. 
Without shifting the material on the 
sieve, incline the sieve a t an angle of 17° 
to 20° to facilitate drainage. Two minutes 
after the drainage begins, weigh the 
sieve and drained grapefruit. The weight 
so found, less the weight of the sieve, 
shall be considered to be the weight of 
the drained grapefruit.

(3) (i) A container that falls below the 
requirement for minimum fill prescribed 
in paragraph (c)(l)(i) of this section 
shall be considered a “defective”. The 
food will be deemed to fall below the 
standard of fill when the number of de­
fectives exceeds the acceptance number 
(c) in the sampling plans prescribed in 
paragraph (b)(2) of this section.

(ii) Canned grapefruit will be deemed 
to fall below the standard of fill when 
the average drained weight of all con­
tainers analyzed when sampled accord­
ing to the sampling plans prescribed in 
paragraph (b) (2) of this section is less 
than that prescribed in paragraph (c) 
(1) (ii) jof this section.

(4) If canned grapefruit falls below 
the standard of. fill of container pre­
scribed in paragraph (c) (1) of this sec­
tion, the label shall bear the statement 
of substandard fill specified in § 130.14 
(b) of this chapter, in the manner and 
form therein specified.
§ 145.170 Canned peaches.

(a) Identity—(1) Ingrédients. Canned 
peaches is the food prepared from one 
of the fresh, frozen, or previously 
canned optional peach ingredients 
Prunus persica L., of commercial canning 
varieties, but excluding nectarine varie­
ties, specified in paragraph (a)(2) of 
this section, which may be packed as a 
solid pack or in one of the optional pack­
ing media specified in paragraph (a) (3) 
of this section. Such food may also con­
tain one, or any combination of two or 
more, of the following safe and suitable 
optional ingredients:

(i) Natural and artificial flavors.
(ii) Spice.
(iii) Vinegar, lemon juice, or organic 

acids.
(iv) Peach pits, except in the cases of 

peeled whole peaches, in a quantity not 
more than 1 peach pit to each 227 grams 
(8 ounces) of finished canned peaches.

<v) Peach kernels, except in the cases 
of peeled whole peaches and except when

BCopies may be obtained from: Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C. 
20044.

the optional ingredient in paragraph (a)
(1) (iv) of this section is used.

(vi) ‘Ascorbic acid in an amount no 
greater than necessary to preserve color. 
Such food is sealed in a container and 

... before or after sealing is so processed by 
heat as to prevent spoilage.

(2) Varietal types and styles. The 
optional peach ingredients referred to in 
paragraph (a) (1) of this section are 
prepared from mature peaches of the fol­
lowing optional varietal and color types 
and styles of peach ingredients; namely:

(i) The optional varietal types, (a) 
Freestone is the distinct varietal type 
where the pit separates readily from the 
flesh.

(b) Clingstone is the distinct varietal 
type where the pit adheres to the flesh.

(ii) The optional color types— (a) 
Yellow—the varietal types in which the 
predominant color ranges from pale yel­
low to rich red orange.

(b) White—the varietal types in which 
the predominant color ranges from white 
to yellow-white.

(c) Red—the varietal types in which 
the predominant color ranges from pale 
yellow to orange red and with variegated 
red coloring other than that associated 
with the pit cavity.

id) Green—varietal types in which the 
flesh has a green tin t even when mature.

(iii) The optional styles of the peach 
ingredients—  (a) Whole—Consisting of 
whole peeled unpitted peaches.

(b) Halves—consisting of peeled pitted 
peaches cut into two approximately 
equal parts.

(c> Halves and pieces—consisting of 
a mixture in which the halves will be 
more than 50 percent by weight.

id) Quartered—consisting of peeled 
pitted peaches cut into four approxi­
mately equal parts.

(e) Sliced—consisting of peeled pitted 
peaches cut into wedge-shaped sectors.

if) Diced—consisting of peeled pitted 
peaches cut into cube-like parts.

iff) Pieces or irregular pieces—con­
sisting of peeled pitted peaches of irreg­
ular shapes and sizes.

(3) Packing media, (i) The optional 
packing media referred to in paragraph
(a) (1) of this section, as defined in 
§ 145.3 are: 

ia) Water.
(b) Fruit juice(s) and water.
(c) Fruit juice(s).

Such packing media may be used as such 
or any one or any combination of two or 
more safe and suitable nutritive carbo­
hydrate sweetener(s) may be added. 
Sweeteners defined in § 145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been established 
in Part 168 of this chapter shall comply 
with such standard in lieu of any defini­
tion that may appear in § 145.3.

(ii) When a sweetener is added as a 
part of any such liquid packing medium, 
the density range of the resulting pack­
ing medium, expressed as percent by 
weight of sucrose (degrees Brix) as de­
termined by the procedure prescribed in 
§ 145.3 (m), shall be designated by the
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appropriate name for the respective den­
sity ranges, namely;

(a) When the density of the solution 
Is 10 percent or more but less than 14 
percent, the medium shall be designated 
as “slightly sweetened water”; or “extra 
light sirup”; “slightly sweetened fruit 
juice(s) and water”; or “slightly sweet­
ened fruit juice (s) ”, as the case may be.

(b) When the density of the solution 
is 14 percent or more but less than 18 
percent, the medium shall be designated 
as “light sirup”; “lightly sweetened fruit 
juice(s) and water” ; or “lightly sweet­
ened fruit juice(s) ”, as the case may be.

(c) When the density of the solution 
Is 18 percent or more but less than 22 
percent, title medium shall be designated 
as “heavy sirup”; “heavily sweetened 
fruit juice(s) and water”; or “heavily 
sweetened fruit juice(s)”, as the case 
may be.

(d) When the density of the solution 
is 22 percent or more but not more than 
35 percent, the medium shall be desig­
nated as “extra heavy sirup”; “extra 
heavily sweetened fruit juice(s) and 
water”; or “extra heavily sweetened fruit 
juice(s) ”, as the case may be.

(4) Labeling requirements, (i) The 
name of the food is “peaches”. The op­
tional varietal type as set forth in para­
graph (a) (2) (1> of this section shall be a 
part of the name. The name of the food 
shall also include a declaration of any 
flavoring that characterizes the prod­
uct as specified in § 101.22 of this chapter 
and a declaration of any spice or season-' 
ing that characterizes the product; for 
example, “Spice added”, or in lieu of 
the Word “Space”, the common name of 
the spice, “Seasoned with vinegar” or 
“Seasoned with peach kernels”. When 
two or more of the optional ingredients 
specified in paragraph Ca)(l)(il) 
through (v) of this section are used, such 
words may be combined as for example, 
“Seasoned with cider vinegar, cloves> cin­
namon oil and peach kernels”. •

(fi) The color type and style of the 
peach ingredient as provided in para­
graph (a) (2) (ii) and (iii) of this section 
and the name of the packing medium 
specified in paragraph (a) (3) (i) and (ii) 
of this section, preceded by “In” or 
“Packed in” or the words “solid pack”, 
where applicable, shall be included as 
part of the name or in close proximity to 
the name of the food, except that pieces 
or irregular pieces shall be designated 
“Pieces”, “Irregular pieces”, or “Mixed 
pieces of irregular sizes and shapes”. 
“Halves” may be alternately designated 
as “Halved”, “Halves and pieces” as 
“Halved and pieces”, “Quartered” as 
“Quarters”, “Sliced” as “Slices”, and 
“Diced” as “Dice”. The terms “Cling” and 
“Free” may be used as optional designa­
tions for “Clingstone” and “Freestone” 
respectively. When the packing medium 
is prepared with a sweetener (s) which 
imparts a taste, flavor, or other charac­
teristic to the finished food in addition to 
sweetness, the name of the packing 
medium shall be accompanied by the 
name of such sweetener (s) r as for ex­
ample in the case of a mixture of brown 
sugar and honey, an appropriate state­

ment would be “_______ sirup of brown
sugar and honey” the blank to be filled in 
with the word “light”, “heavy”, or “extra 
heavy” as the case may be. When the 
liquid portion of the packing media pro­
vided for in paragraph (a) (3) (D and
(ii) of this section consists of fruit 
juice (s), such juice (s) shall be desig­
nated in the name of the packing me­
dium as:

(a) In the case of a single fruit juice, 
the name of the juice shall be used in lieu 
of the word “fruit”;

(6) In the case of a combination of 
two or more fruit juices, the names of the 
juices in the order of predominance by 
weight shall either be used in lieu of the 
word “fruit” in the name of the packing 
medium, or be declared on the label as 
specified in paragraph (a) (4) (iii) of this 
section; and

(c) In the case of a single fruit juice 
or a combination of two or more fruit 
juices any of which are made from con­
centrate (s), the words “from concen­
tra ted ) ” shall follow the word “juice (s) ” 
in the name of the packing medium and 
in the name(s) of such juice(s) when 
declared as specified hi paragraph (a) (4)
(iii) of this section.

(iii) Whenever the names of the fruit 
juices used do not appear in the name 
of the packing medium as provided in 
paragraph (a) (4) (ii) (b) of this section, 
such names and the words “from con­
centrate”, as specified in paragraph (a)
(4) (ii) (c) of this section, shall appear in 
an ingredient statement pursuant to the 
requirements of § 101.3(d) of this chap­
ter.

(iv) Each of the optional ingredients 
used shall be declared on the label as re­
quired by the applicable sections of Part 
101 of this chapter.

(b) Quality—(1) The standard of 
quality for canned peaches is as follows:

(i) All units tested in accordance with 
the method prescribed in paragraph (b) 
of this section are pierced by a weight of 
not more than 300 grams.

(ii) In the cases of halves and quarters, 
the weight of each unit is not less than 
% ounce and %© ounce, respectively.

(iii) in  the' cases of whole peaches, 
halves, and quarters, the weight of the 
largest unit in-the container is not more 
than twice the weight of the smallest 
unit therein.

(iv) Exeept in the case of unpeeled 
peaches, there is present in the finished 
canned peaches not more than 1 square 
inch of peel per each 1 pound of net 
contents.

(v) Not more than 20 percent of the 
units in the container are blemished 
with scab, hail injury, discoloration, or 
other abnormalities.

(vi) In the cases of whole peaches, 
halves, quarters, and slices, all units are 
untrimmed, or are so trimmed as to pre­
serve normal shape.

(vii) Except in the case of mixed pieces 
of irregular sizes and shapes, not more 
than 5 percent of the units in a container 
of 20 or more units, and not more than 
one unit in a container of less than 20 
units, are crushed or broken. (A unit 
which has lost its normal shape because

of ripeness and which bears no mark of 
crushing shall not be considered to be | 
crushed or broken.)

(2) Canned peaches shall be tested by 
the following method to determine ; 
whether or not they meet the require­
ments of paragraph (b) (1) (i) of this 
section: So trim a test piece from the 
unit as to fit, with peel surface up, into a 
supporting receptacle. If the unit is of 
different firmness in different parts of 
its peel surface, trim the piece from the 
firmest part. If the piece is unpeeled, 
remove the peel. The top of the recepta­
cle is circular in shape, of 1 y8 inches 
inside diameter, with vertical sides; or 
rectangular in shape, % inch by 1 inch 
inside measurements, with ends vertical 
and sides sloping downward and joining 
at the center at a vertical depth of % 
inch. Use the circular receptacle for 
testing units of such size that a test piece 
can be trimmed therefrom to fit it. Use 
the rectangular receptacle for testing 
other units. Test no unit from which a 
test piece with rectangular peel surface 
at least y2 inch by 1 inch cannot be 
trimmed. Test the piece by means of a 
round metal rod %2 inch in diameter. To 
the Upper end of the rod is affixed a de­
vice to which weight can be added. The 
rod is held vertically by a support 
through which it can freely move upward 
or downward. The lower end of the rod 
is a plane surface to which the vertical 
axis of the rod is perpendicular. Adjust 
the combined weight of the rod and de­
vice to 100 grams. Set the receptacle so 
that the surface of the test piece is held 
horizontally. Lower the end of the rod 
to the approximate center of such sur­
face, and add weight to the device at a 
uniform, continuous rate of 12 grams per 
second until the rod pierces the test 
piece. Weigh the rod and weighted de­
vice. Test all units in containers of 50 
units or less, except those units too small 
for testing or too soft for trimming. Test 
at least 50 units, taken at random, in 
containers of more than 50 units; but if 
less than 50 units are of sufficient size 
and firmness for testing, test those which 
are of sufficient size and firmness.

(3) If the quality of canned peaches 
falls below the standard prescribed in 
paragraph (b) (1) of this section, the la­
bel shall bear the general statement of 
substandard quality specified in § 130.14
(a) of this chapter, in the manner and 
form therein specified: but in lieu of such 
general statement of substandard qual­
ity the label may bear the alternative 
statement “Below Standard in Quality
_______”, the blank to be filled in with
the words specified after the correspond­
ing number of each clause of paragraph
(b) (1) of this section which such canned 
peaches fail to meet, as follows: (i) “Not 
tender”; (ii) “Small halves,” or “Small 
quarters”, as the case may be; (ini 
"Mixed Sizes”; (iv) “Not well peeled ,
(v) “Blemished”; (vi) "Unevenly 
trimmed”; (vii) “Partly crushed or 
broken”. Such alternative statement 
shall immediately and- conspicuously 
precede or follow, without intervening 
written, printed, or graphic matter, the 
name “peaches” and any words ana 
statements required or authorized to ap-
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pear with such name by paragraph
(a) (2) of this section.

(c) Fill of container—  (1) The stand­
ard of fill of container for canned 
peaches is the maximum quantity of the 
optional peach ingredient that can be 
sealed in the container and processed by 
heat to prevent spoilage, without crush­
ing or breaking such ingredient.

(2) If canned peaches fall below the 
standard of fill of container prescribed 
in paragraph (c) (1) of this section, the 
label shall bear the general statement 
of substandard fill specified in § 130.14
(b) of this chapter, in the manner and 
form therein specified.

(iii) Vinegar, lemon juice, or organic 
acids.

(iv) Artificial colors.
Such food is sealed in a container and 
before or after sealing is so processed by 
heat as to prevent spoilage.

(2) Styles and forms of units. H ie op­
tional pear styles and forms of units re­
ferred to in paragraph (a) (1) of this 
section are:

(i) Whole.
(ii) Halves.
(iii) Quarters.
(iv) Slices.
(v) Diced.
(vi) Pieces or irregular pieces.

§ 145.171 Artificially sweetened canned 
peaches.

(a) Artificially sweetened canned 
peaches is the food which conforms to 
the definition and standard of identity 
prescribed for canned peaches by § 145.- 
170(a), except that in lieu of a packing 
medium specified in § 145.170(a) (3), the 
packing medium used is water artificially 
sweetened with saccharin, sodium sac­
charin, or a combination of both. Such 
packing medium may be thickened with 
pectin and may contain any mixture of 
any edible organic salt or salts and any 
edible organic acid or acids as a flavor­
enhancing agent, in a quantity not more 
than is reasonably required for that 
purpose.

(b) (1) The specified name of the food
is “artificially sweetened ____ the
blank being filled in with the name pre­
scribed by § 145.170(a) for canned 
peaches having the same optional peach 
ingredient.

(2) The artificially sweetened food is 
subject to the requirements for label 
statement of optional ingredients used, 
as prescribed for canned peaches by 
5145.170(a). If the packing medium is 
thickened with pectin, the label shall 
bear the statement “thickened with 
pectin”. When any organic salt or acid 
or any mixture of two or more of these 
is added, the label shall bear the common 
or usual name of each such ingredient.

’8 145.173 Canned peaches with rum.
Canned peaches with rum conforms 

to the definition and standard of iden­
tity, and is subject to the requirements 
for label statement of optional ingredi­
ents, prescribed for canned peaches by 
§ 145.170(a) except that it contains 
added rum in such amount that its alco­
hol content is more than 3 percent but 
less than 5 percent by weight.
§ 145.175 Canned pears.

(a) Identity—(1) Ingredients. Canned 
pears is the food prepared from one oi 
the fresh or previously canned optional 
Pear ingredients Pyrus communis or Py- 

sinensis specified in paragraph (a) 
(2) of this section which may be packed 
in one of the optional packing media 
specified in paragraph (a)(3) of this 
section. Such food may also contain one, 
S* a? y comhlnation of two or more, oi 
the following safe and suitable optional 
ingredients.

(i) Natural and artificial flavors.
(ii) Spice.

Each such ingredient is peeled, except 
whole and halves may be, alternatively, 
unpeeled. Except in the case of whole 
pears, each such ingredient is cored.

(3) Packing media, (i) The optional 
packing media referred to in paragraph
(a) (1) of this section, as defined in 
§ 145.3 are:

(a) Water.
(b) Fruit juice(s) and water.
(c) Fruit juice(s).
id) Clarified juice.

Such packing media may be used as such 
or any one or any combination of two 
or more safe and suitable nutritive car­
bohydrate sweetener (s) may be added. 
Sweeteners defined in § 145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been established 
in Part 168 of this chapter shall oomply 
with such standard in lieu of any defini­
tion that may appear in § 145.30.

(ii) If the concentration of clarified 
juice is such that the packing medium 
forms to the density range for one of the 
sirups under paragraph (a) (3) (ii) (a ),
(b) , (b), or (d) of this section, the con­
centrated clarified^ juice is considered to 
be light sirup, heavy sirup, or extra heavy 
sirup, as the case may be. When a 
sweetener is added as a part of any 
such liquid packing medium, the density 
range of the resulting packing medium 
expressed as percent byjyeight of sucrose 
(degrees Brix) as determined by the pro­
cedure in § 145.3 (m) shall be designated 
by the appropriate name for the respec­
tive density ranges, namely:

(a) When the density of the solution 
is less than 14 percent, the medium shall 
be designated as “slightly sweetened 
water”; or “extra light sirup”; “slightly 
sweetened fruit juiced) and water”; or 
“slightly sweetened fruit juice (s) ”, as the 
case may be.

(b) When the density of the solution 
is 14 percent or more but less than 18 
percent, the medium shall be designated 
as “light sirup”; “lightly sweetened fruit 
juice(s) and water”; or “lightly sweet­
ened fruit juice(s) ” as the case may be.

(c) When the density of the solution 
is 18 percent or more but less than 22 
percent, the medium shall be designated 
as “heavy sirup”; “heavily sweetened 
fruit juice(s) and water”; or “heavily 
sweetened fruit juice (s) ”, as the case may 
be.

id) When the density of the solution 
is 22 percent or more but not more than 
35 percent, the medium shall be desig­

nated as “extra heavy sirup”; “extra 
heavily sweetened fruit juice(s) and 
water”; or “extra heavily sweetened 
fruit juice (s) ”, as the case may be.

(4) Labeling requirements, (i) The 
name of the food is “pears”. The name of 
the food shall also include a declaration 
of any flavoring that characterizes the 
product as specified in § 101.22 of this 
chapter and a declaration of any spice 
or seasoning that characterizes the prod­
uct; for example, “Spice Added”, or in 
lieu of the word “Spice”, the common 
name of the spice, “Seasoned with Vine­
gar”. When two or more of the optional 
ingredients specified in paragraph (a)
(1) (ii) and (iii) of this section are used, 
such words may be combined as for ex­
ample, “Seasoned with cider vinegar, 
cloves, and cinnamon oil”.

(ii) The style and forms of units of 
the pear ingredient as provided in para­
graph (a) (2) of this section and the 
name of the packing medium specified 
in paragraph (a) (3) (i) and (ii) of this 
section, preceded by “In” or “Packed in” 
or the words “solid pack”, where appli­
cable, shall be included as part of the 
name or in close proximity to the name of 
the food, except that pieces or irregular 
pieces shall be designated “Pieces”, “Ir ­
regular pieces”, or “Mixed pieces of ir­
regular sizes and shapes”. The style of 
the pear ingredient shall be preceded or 
followed by “Unpeeled” when'the units 
are whole or halves and are unpeeled. 
“Halves” may be alternatively designated 
as “Halved”, “Quarters” as “Quartered”, 
“Slices” as “Sliced”, and “Diced” as 
“Dice”. When the packing medium is 
prepared with a sweetener(s) which im­
parts a taste, flavor or other character­
istic to the finished food in addition to 
sweetness, the name of the packing 
medium shall be accompanied by the 
name of such sweetener (s), as for 
example in the case of a mixture of 
brown sugar and honey, an appro­
priate statement would be “__ ’____
sirup of brown sugar and honey” the 
blank to be filled in with the word 
“light”, “heavy”, or “extra heavy”, as the 
case may be. When the liquid portion of 
the packing media provided for in para­
graph (a) (3) (i) and (ii) of this section 
consists of fruit juice(s), such juice(s) 
shall be designated in the name of the 
packing medium as:

(a) In the case of a single fruit juice, 
the name of the juice shall be used in 
lieu of the word “fruit” ;

(b) In the case of a combination of 
two or more fruit juices, the names of 
the juices in the order of predominance 
by weight shall either be used in lieu of 
the word “fruit” in the name of the 
packing medium, or be declared on the 
label as specified in paragraph (a) (4)
(iii) of this section; and

(c) In the case of a single fruit juice 
or a combination of two or more fruit 
juices any of which are made from con­
centrate (s), the words “from concen­
tra ted ) ” shall follow the word “juiceis) ” 
in the name of the packing medium and 
in the name(s) of such juiced) when 
declared as specified in paragraph (a) (4)
(iii) of this section.
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(ill) Whenever the names of the fruit 
juices used do not appear In the name of 
the packing medium as provided In para­
graph (a) (4) (11) (b) of this section, such 
names and the words “from concen­
trate”, as specified In paragraph (a) (4) 
(11) (c) of this section, shall appear in an 
Ingredient statement pursuant to the re­
quirements of § 101.3(d) of this chapter.

(iv) Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter.

(b) Quality—(1) The standard of 
quality for canned pears is as follows:

(1) All units tested in accordance with 
the method prescribed In paragraph (b)
(2) of this section are pierced by a weight 
of not more than 300 grams.

(11) In the cases of halves and quar­
ters, the weight of each unit te not less 
than % ounce and %o ounce, respec­
tively.

(iii) In  the cases of whole pears, 
halves, and quarters, the weight of the 
largest unit in the container is not more 
than twice the weight of the smallest 
unit therein.

(iv) Except in the case of unpeeled 
pears, there is present in the finished 
canned pears not more than 1 square 
Inch of peel per each 1 pound of net 
contents.
. (v) Not more than 20 percent of the 
units in the container are blemished 
with scab, hail injury, discoloration* or 
other abnormalities.

(vi) In  the cases of whole pears, 
halves, and quarters, all units are un­
trimmed, or are so trimmed as to pre­
serve normal shape.

(vii) Except in the case of mixed 
pieces of irregular sizes and shapes, not 
more than 10 percent of the units In a 
container of 10 or more units, and not 
more than 1 unit in a container of less 
than 10 units, are crushed or broken. 
(A unit which has lost its normal shape 
because of ripeness and which bears no 
mark of crushing shall not be considered 
to be crushed or broken.)

(2) Canned pears shall be tested by 
the following method to determine 
whether or not they meet the require­
ments of paragraph (a) (1) of this 
section: So trim a test piece from the 
unit as to fit, with peel surface up, into a 
supporting receptacle. If the unit Is of 
different firmness in different parts of 
its peel surface, trim the piece from the 
firmest part, if the piece is unpeeled re­
move the peel. The top of the receptacle 
is circular in shape of 1% inches inside 
diameter, with vertical sides; or rectan­
gular in shape, % inch by 1 inch Inside 
measurements, with ends vertical and 
sides sloping downward and joining a t 
the center at a vertical depth of % inch. 
Use the circular receptacle for testing 
units of such size that a test piece can 
be trimmed therefrom to fit it. Use the 
rectangular receptable for testing other 
units. Test no unit from which a test 
piece with rectangular peel surface at 
least Vz inch by 1 inch cannot be 
trimmed. Test the piece by means of a 
round metal rod %2 inch in diameter. 
To the upper end of the rod is affixed a 
device to which weight can be added.

The rod is held vertically by a support 
through which it can freely move upward 
or downward. The lower end of the rod 
is a plane surface to which the vertical 
axis of the rod is perpendicular. Adjust 
the combined weight of the rod and de­
vice to 100 grams. Set the receptacle so 
that the surface of the test piece is held 
horizontally. Lower the end of the rod 
to the approximate center of such sur­
face, and add weight to the device at a 
uniform, continuous rate of 12 grami per 
second until the rod pierces the test 
piece. Weigh the rod and weighted de­
vice. Test all units in containers of 50 
units or less, except those- units too small 
for testing or too soft for trimming. 
Test a t least 50 units, taken a t random, 
in containers of more than 50 omits; but 
if less than 50 units are of sufficient size 
and firmness for testing, test those which 
are of sufficient size and firmness.

(3) If the quality of canned pears 
falls below the standard prescribed in 
paragraph (b) (1) of this section, the 
label shall bear the general statement of 
substandard quality specified in § 130.14
(a) of this chapter in the manner and
form therein specified; but in lieu of 
such general statement of substandard 
quality, the label may bear the alterna­
tive statement “Below standard in qual­
ity ___ ”, the blank to be filled in with
the words specified after the correspond­
ing number of each subparagraph of 
paragraph (a) of this section which 
such canned pears fail to meet, as fol­
lows: (i) “Not tender”; <ii) “Small 
halves” or “Small quarters,” as the case 
may be; (iii) “Mixed sizes”; (iv) “Not 
well peeled”; (v) “Blemished”; (vi) “Un­
evenly trimmed”; (vii) “Partly crushed 
or broken”. Such alternative statement 
shall immediately and conspicuously pre­
cede or follow, without intervening writ­
ten, printed, or graphic matter, the 
name “pears” and any words and state­
ments required or authorized to appear 
with such names by paragraph (a) (2) of 
this section,

(c) Fin of container—(1) The stand­
ard of fill of container for canned pears 
is the maximum quantity of the optional 
pear ingredient that can be sealed in the 
container and processed by heat to pre­
vent spoilage, without crushing or break­
ing such ingredient.

(2) If canned pears fall below the 
standard of fill of container.prescribed in 
paragraph (c) (1) of this section, the 
label shall bear the  general statement 
of substandard fill specified in § 130.14
(b) of this chapter, in the m anner and 
form therein specified.
§ 145.176 Artificially sweetened canned 

pears.
(a) Artificially sweetened canned 

pears is the food which conforms to the 
definition and standard of identity pre­
scribed for canned pears by § 145.175(a) 
except that in lieu of a packing medium 
specified in § 145.175(a) (3), the packing 
medium used is water artificially sweet­
ened with saccharin, sodium saccharin, 
or a combination of both. Such packing 
medium may be thickened with pectin 
and may contain any mixture of any 
edible organic salt or salts and any edible

organic acid or acids as a flavor- 
enhancing agent, in a quantity not more 
than is reasonably required for that pur­
pose.

(b) (1) The specified name of the food
is “artificially sweetened---------- ”, the
blank being filled in with the name pre­
scribed by § 145.175(a) for canned pears 
having the same optional pear ingredi­
ent.

(2> The artificially sweetened food is 
subject to the requirements for label 
statement of optional ingredients used, 
as prescribed for canned pears by § 145.- 
175(a). If the packing medium is thick­
ened with pectin, the label shall bear the 
statement “thickened with pectin”. When 
any organic salt or acid or any mixture 
of two or more of these is added, the label 
shall bear the common or usual name 
of each such Ingredient.
§ 145.178 Canned pears with rum.

Canned pears with rum conforms 
to the definition and standard of iden­
tity, and is subject to the requirements 
for label statement of optional ingre­
dients, prescribed for canned pears by 
§ 145.175(a), except that it contains 
added rum in such amount that its al­
cohol content is more than 3 percent but 
less than 5 percent by weight.
§ 145.180 Canned pineapple.

(a) Identity—  (1) Canned pineapple is 
the food prepared from one of the fol­
lowing optional forms of units obtained 
from peeled, cored, mature fruits of the 
pineapple plant:

(i) Sliced, slices; consisting of whole 
circular slices cut across the axis of the 
peeled, cored fruit cylinders.

(ii) Half sliced, half slices; consisting 
of semicircular halves of slices. A unit 
that is‘approximately one-half slice is 
considered to be a half slice.

(iii) Broken sliced, broken slices; con­
sisting of arc-shaped portions cut or 
broken from slices, which portions are 
not uniform in size or shape.

(iv) Tidbits; consisting of sectors cut 
from slices. Tidbits are reasonably uni­
form in size and shape; they are pre­
dominantly from %6-inch to ^-inch 
thick and, except for an occasional unit, 
each sector is not larger than one-sixth 
of the slice from which cut.

(v) Chunks; consisting of short, thick 
pieces cut from thick slices or from 
peeled, cored fruit. Chunks may or may 
not be symmetrical or uniform in shape 
and size. Predominantly, the units have 
a thickness greater than *4-inch, a width 
greater than 9̂ 6-inch, but a longest di­
mension (along any edge) not greater 
than l x/2 inches.

(vi) Cubes, diced; consisting of cuoe- 
shaped pieces cut from slices or from 
peeled, cored fruit. Except for an oc­
casional unit, the longest dim ension  
(along any edge) of each unit is no

• greater than £}l$-inch.
(vii) Spears, fingers; consisting of long, 

slender pieces cut parallel to the core 
axis from peeled cored fruit cylinders. 
The units are not larger than one-sixwi 
of the cylinder from which they are cut, 
and they are not less than 2 Ms inches 
long.
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(viii) Crushed; consisting of shredded 
or finely cut pieces of fruit flesh.
The optional forms of units specified 
by paragraphs (a)(1) (i) through (vii) 
of this section are canned with one of 
the optional packing media specified in 
paragraph (a) (2) of this section. The op­
tional form of unit specified by para­
graph (a) (1) (viii) of this section may be 
canned with one of the optional packing 
media specified in paragraph (a) (2) (ii) 
through (vi) of this section or with one 
of the optional sweetening ingredients 
specified in paragraph (a) (4) of this 
section. Canned pineapples may be fla­
vored or seasoned with one or more of 
the optional ingredients specified in 
paragraph (a) (5) of this section. In the 
canning of pineapple, dimethylpolysi- 
loxane complying with the requirements 
of § 173.340 of this chapter may be 
employed as a defoaming agent in an 
amount not greater than 10 parts per 
million by weight of the finished food. 
Such food is sealed in containers, and is 
so processed by heat, either before or 
after sealing, as to prevent spoilage.

(2) The optional packing media re­
ferred to in paragraph (a)(1), of this 
section are:

(i) Water.
(ii) Pineapple juice.
(iii) Clarified juice.
(iv) Light sirup.
(v) Heavy sirup.
(vi) Extra heavy sirup.
(3) For the purposes of this section:
(i) Pineapple juice conforms to the 

definition and standard of identity for 
unsweetened pineapple juice as specified 
in § 146.185(a) of this chapter, except 
that it is not required to be separately 
sealed in containers and so processed by 
heat as to prevent spoilage. Clarified 
juice is the liquid collected from cutting 
various form of Units from pineapple 
fruits, or the liquid expressed wholly or 
in part from pineapple cores, shells, or 
from pineapple flesh or parts thereof, 
which liquid is clarified and may be fur­
ther refined or concentrated; but if the 
concentration is such that the packing 
medium conforms to the density range 
for one of the sirups hereinafter speci­
fied, such concentrated liquid is consid­
ered to be light sirup, heavy sirup, or 
extra heavy sirup, as the case may be.

(ii) Except as the concentrated clari­
fied juice is considered to be a sirup pack­
ing medium as above provided, each of 
the packing media light sirup, heavy 
sirup and extra heavy sirup consist of an 
optional sweetening ingredient as spec­
ified in paragraph (a) (4) of this section, 
dissolved in one or any mixture of two 
or more of the liquids designated in para­
graphs (a) (2) (i) ,(ii), and (iii) of this 
section. The sirup packing media have 
respective densities as determined by the 
method specified in “Official Methods of 
Analysis of the Association of Official 
Agricultural Chemists,” Eighth Edition, 
on page 533, under the heading “Solids— 
By Means of Spindle—Official,” tEd. note 
10th edition 1965, p. 486, sec. 29.0093, 
using the Brix hydrometer 15 days or 
more after the pineapple is canned,

which are within the ranges specified 
for each in the following list;

Packing medium Brix measurement
Light sirup__ _______  14° or more but less

than 18s.
Heavy sirup________  18s or more but less

than 22°.
Extra heavy sirup___  22s or more but not

more than 35°.
(iii) In the case of crushed pineapple 

(paragraph (a) (1) (viii) of this section), 
the juice resulting from cutting or shred­
ding the pineapple flesh is considered to 
be pineapple juice, without regard to 
whether it has or has not been drained 
away from the pieces of pineapple.

(4) The optional sweetening ingredi­
ents referred to in paragraphs (a) (1) 
and (3) of this section are:

(i) Sugar.
(ii) Invert sugar sirup.
(iii) Any mixture of optional sweet­

ening ingredients designated in para­
graph (a) (4) (i) and (ii) of this sebtion.

(iv) Any of the optional sweetening in­
gredients designated in paragraph (a)
(4) (i), (ii), arid (iii) of this section with 
dextrose, provided that the weight of 
the solids of dextrose does not exceed 
one-third of the total weight of the solids 
of the combined sweetening ingredients.

(v) Any of the optional sweetening 
ingredients designated in paragraph (a)
(4) (i), (ii), and (iii) of this section with 
com sirup 6r with dried com simp or 
with glucose simp or with dried glucose 
simp, or with any two or more of these, 
provided that the weight of the solids 
of com simp, dried com simp, glucose 
simp, dried glucose simp or the sum of 
the weights of the solids of com simp, 
dried com sirup, glucose sirup, and dried 
glucose simp, in case two or more of 
these are used, does not exceed one- 
fourth of the total weight of the solids 
of the combined sweetening ingredients.

(vi) Any mixture of the optional in­
gredients designated in paragraph (a)
(4) (iv) and (v) of this section.

(5) The optional ingredients referred 
to in paragraph (a) (1) of this section 
are as follows:

(i) Spice.
(ii) Flavoring, other than artificial 

flavoring.
(iii) A vinegar.
(6) The name of the canned pineapple 

prepared from each of the optional forms 
of pineapple ingredient specified in 
paragraph (a) (1) of this section is as 
follows:

(i) If the optional form is one desig­
nated in paragraph (a)(1) (i) to (vii), 
inclusive, of this section, the name is 
“pineapple”, preceded or followed, for 
each of the indicated optional forms of 
units, by the words here specified:

(a) “Sliced” or “slices”.
(b) “Half sliced” or “half slices”.
(c) “Broken sliced” or “broken 

slices”.
id) “Tidbits”.
(e) “Chunks”.
(/) “Cubes” or “diced”.
(fir) “Spears” or “fingers”.
(ii) If the optional form is one desig­

nated in paragraph (a) (1) (viii) of this

section, the name is “pineapple”, pre­
ceded or followed by the word “crushed”. 
If the cmshed pineapple, when drained 
by the method specified in paragraph
(b) (2) (i) of this section, yields not less 
than 73 percent but less than 78 percent 
by weight of drained material, the word 
“crushed” or the words “crushed pine­
apple” in the name of the food may be 
preceded or followed by the words 
“heavy pack”, and if it yields 78 percent 
or more by weight of drained material 
the word “crushed” or the words 
“cmshed pineapple” may be preceded 
or followed by the words “solid pack”.

(7) (i) The labels of canned pineapple 
prepared from the optional forms of 
pineapple specified in paragraph (a) (1) 
(i) to (vii), inclusive, of this section shall 
bear the name of the optional packing 
medium used as specified in paragraph 
(a) (2) of this section, preceded by “in” 
or “packed in”. Whenever the optional 
packing medium pineapple juice, as spec­
ified in paragraph (a) (2) (ii) of this sec­
tion, is used, the words “pineapple 
juice” may be preceded by the word 
“unsweetened”. The labels of cmshed 
pineapple canned with the optional 
packing media specified in paragraph 
(a) (2) (ii) to (vi), inclusive, of this sec­
tion shall bear the statement ‘In
~---------” or “packed i n ___ ___ ”, the
blank being filled in with the name of 
the optional packing medium used as 
specified in paragraph (a) (2) of this 
section, but in lieu of such statement 
cmshed pineapple canned with pineapple 
juice (paragraph (a) (2) (ii) of this sec­
tion) may be labeled “unsweetened”, and 
crushed pineapple canned with pineapple 
juice and sugar may be labeled “lightly 
sweetened” or “heavily sweetened” ,or 
“extra heavily sweetened”, if the drained 
liquid conforms to the density ranges 
specified in paragraph (a) (3) of this 
section for light simp, heavy sirup, or 
extra heavy simp, respectively.

(ii) When any optional ingredient per­
mitted by one of the following specified 
in paragraph (a) (5) of this section- is 
used, the label shall bear the words set 
forth below after the number of such 
subparagraph:

(a) “Spiced” or “spice added” or 
“with added spice” or, in lieu of the word 
“spice”, the common name of the spice.

(b) “Flavoring added” or “with added 
flavoring” or, in lieu of the word “flavor­
ing”, the common name of the flavoring.

(c) “Seasoned with vinegar” or “sea­
soned w ith ---------- vinegar”, the blank
being filled in with the name of the 
vinegar used.
When two or all of the optional season­
ing ingredients specified in paragraph 
(a) (5) (i), (ii) and (iii) of this section 
are used, such woïrds may be combined, 
as for example, “seasoned with vinegar, 
cloves, and cinnamon oil”.

(ii) Wherever the name of the food 
appears on the label so conspicuously 
as to be easily seen under customary 
conditions of purchase, the words and 
statements herein specified, showing the 
optional ingredients used, shall conspicu-
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ously precede or follow the name, with­
out intervening written, printed, or 
graphic matter, except that the adjecti­
val designation of the State, Territory, 
or possession of the United States or of 
the foreign country in which the pine­
apples were grown may intervene.

(b) Quality—(1) The standard of 
quality for canned pineapple is as fol­
lows:

(i) In the case of broken slices, not 
more than 10 percent of the drained 
weight may consist of pieces having an 
arc of less than 90° and not more than 
5 percent of the drained weight of the 
contents of the container, as determined 
by the method prescribed in paragraph
(b) (2) (i) of this section:

(o) Consists of pieces that measure in 
thickness less than inch or more than 
1 inch; or

(b) Consists of pieces that measure 
less than % inch in width as measured 
from the outer edge to the inner edge.

(ii) (a) In the case of cubes or diced 
pineapple, not more than 10 percent of 
the drained weight consists of units of 
such size that they pass through the 
screen when tested by the method pre­
scribed in paragraph (b) (2) (iv) of this 
section; and

(b) Not more than 15 percent of the 
drained weight consists of pieces weigh­
ing more than %2 ounce each.

(iii) In  the case of chunks, not more 
than 15 percent of the drained weight 
consists of pieces weighing less than 
ounce each.

(iv) (a) In the case of slices and 
spears, the drained weight of the largest 
unit in the container is not more than
1.4 times the weight of the smallest.

(b) In the case of half slices, the 
drained weight of the largest unit in the 
container is not more than 1.75 times the 
weight of the smallest (except for an 
occasional broken piece due to splitting 
or an occasional whole slice not quite 
completely cut through).

(v) In the case of broken slices, not 
more than 5 percent of the drained 
weight of the contents of the can con­
sists of broken slices having an outside 
diameter differing by as much as %-inch 
from that of those present in greatest 
proportion by weight.

(vi) In the case of tidbits, not more 
than 15 percent of the drained weight 
consists of tidbits each of which weighs 
less than three-fourths as much as tho 
average weight of all the untrimmed tid­
bits in the container.

(vii) In the case of slices and half 
slices, not more than Vk. percent by 
count of the units in a container may be 
excessively trimmed, but in any con­
tainer having not more than 10 units, 
one unit may be excessively trimmed, 
and in any container having more than 
10 units, but not more than 27 units, two 
units may be excessively trimmed. Such 
slices and half slices are excessively 
trimmed if the portion trimmed away 
exeeeds 5 percent of the apparent physi­
cal bulk of the perfectly formed unit and 
if such trimming destroys the normal 
circular shape of the outer or inner edge 
of the unit.
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(viii) In the case of broken slices and 
spears, not more than 15 percent by 
count of the total units in the container, 
and, in the case of tidbits, not more than 
15 percent of the drained weight, con­
sist of units excessively trimmed. 
Broken slices, spears, and tidbits are 
excessively trimmed if the normal shape 
of these units is destroyed by such 
trimming.

(ix) In the case of slices, half slices, 
broken slices, spears, chunks, cubes, and 
tidbits, not more than 12 y2 percent by 
count of the units in any container may 
be blemished, but in containers having 
not more than five units, one unit may 
be blemished; in containers having more 
than five units but not more than 10 
units, two units may be blemished; and 
in containers having more than 10 units, 
but not more than 32 units, four units 
may be blemished. Blemishes include:

(a) Any of the following, if in excess 
of Vie inch in the longest dimension on 
the exposed surface of the unit: Eyes, 
pieces of shell, brown spots.

(b) Deep fruit eyes.
(c) Bruised portions.
(d) Other abnormalities that it is 

possible to detect in good commercial 
practice before sealing in the containers.

(x) In the case of crushed pineapple, 
not more than 1 % percent of the drained 
weight of the contents of the can 
consists of fragments bearing such 
blemishes.

(xi) In the case of spears, not more 
than one unit per container is mashed; 
in the case of slices and half slices, not 
more than one unit in containers of 25 
units or less, and not more than three 
units in containers of more than 25 units 
are mashed; in the case of broken slices, 
not more than 5 percent by count of the 
units in the container is mashed; in the 
case of chunks, not more than three of 
the units in containers of less than 70 
units, or 5 percent of the units in con­
tainers of 70 units or more, is mashed; 
in the case of tidbits, not more than 
three of the units in containers of less 
than 150 units, or 2 percent of the units 
in containers of 150 units or more, is 
mashed. (A unit that has lost its nor­
mal shape because of ripeness and which 
bears no mark of mechanical injury shall 
not be considered as mashed.)

(xii) In the case of all forms of canned 
pineapple, not more than 1.1 ounces of 
core is contained in 1 pound of drained 
fruit, as determined by the method pre­
scribed in paragraph (b) (2) (viii) of this 
section.

(xiii) In the case of all forms of canned 
pineapple, not more than 1.35 grams of 
acid, as determined by the method pre­
scribed in paragraph (b) (2) (ix) of this 
section and calculated as anhydrous 
citric acid, is contained in 100 milliliters 
of the liquid drained from the product 15 
days or more after the pineapple is 
canned.

(xiv) In the case of crushed pineapple 
the drained weight of pineapple, as de­
termined by the method prescribed in 
paragraph (b) (2) (i) of this section, is 
not less than 63 percent of the net weight 
of the contents of the container.

(2) The methods to be employed to 
determine whether canned pineapple 
meets the requirements of paragraph (b)
(1) of this section are as follows:

(i) Determine the drained weight of 
the canned pineapple by the following 
procedure: Pour the contents of the can 
on a round sieve made with No. 8 woven- 
wire cloth complying with the specifica­
tions for such cloth in Table I of “Stand­
ard Specifications for Sieves,” published 
March 1, 1940, in L.C. 584 of the United 
States Department of Commerce, Na­
tional Bureau of Standards. Use a sieve 
8 inehes in diameter for containers of 
less than 3 pounds net contents and a 
sieve 12 inches in diameter for larger 
containers. Incline the sieve, without 
shifting the contents, to facilitate drain­
ing. Allow to drain for 2 minutes from 
the time the contents of the container 
are poured on the sieve. Immediately 
transfer the drained pineapple to a clean 
dry, tared pan by inverting the sieve 
over the pan in one moderately rapid 
motion, and determine the weight of the 
drained pineapple.

(ii) In the case of broken slices and 
spears, check the dimensions and weight 
of each unit against the requirements of 
paragraph (b) (1) (i), (iv), and (v) of 
this section.

(iii) In the case of cubes, chunks, and 
tidbits, check the weight of the units 
against the requirements of paragraph
(b)(1) (ii) (b), (iii), and (vi) of this sec­
tion.

(iv) Test cubes for compliance with 
paragraph (b) (1) (ii) (a) of this section 
by placing the cubes, a few at a time, 
on the meshes of a sieve designated as

inch in Table I of “Standard Specifi­
cations for Sieves,” described in para­
graph (b) (2) (i) of this section. After 
shaking gently, remove those that re­
main on the sieve before testing the next 
portion. Continue portionwise until all 
units are tested, then determine the ag­
gregate weight of those units that have 
passed through the sieve.

(v) Except in the cas& of cubes, 
chunks, and crushed pineapple, inspect 
all the units in the container to deter­
mine those that have been excessively 
trimmed, as defined in paragraph (b) (1)
(vii) or (viii) of this section.

(vi) ’ Except in the case of crushed 
pineapple, segregate and count each unit 
that is blemished as defined in para­
graph (b) (1) (ix) of this section. In the 
case of crushed pineapple, segregate each 
fragment of crushed pineapple bearing 
a blemish and determine the aggregate 
weight of such fragments to determine 
compliance with paragraph (b) (1) (x) of 
this section.

(vii) Except in the case of cubes and 
crushed pineapple, count the total units 
in the container and the number of 
mashed units, to determine compliance 
with paragraph (b) (1) (xi) of this sec­
tion.

(viii) In the case of each form of op­
tional pineapple ingredient, identify and 
separate any core material cleanly from 
each of the units in the container, and 
weigh the aggregate of such core ma­
terial. Calculate the weight of the core
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material per pound of drained fruit, to 
determine compliance with paragraph
(b)(1) (xii) of this section.

(ix) Determine the total acidity of the 
drained liquid by titration, using the fol­
lowing method: Measure with a pipette 
10 milliliters of the unfiltered drained 
liquid into a 250-milliliter Erlenmeyer 
flask. Add 25 milliliters of freshly boiled, 
distilled water and 0.3 milliliter of 1-per­
cent phenolphthalein solution. Titrate 
withorie-tenth normal sodium hydroxide 
solution to a faint, permanently pink 
coloration. Multiply the number of milli­
liters of one-tenth normal sodium hy­
droxide required by 0.064 to calcuate the 
number of grams of anhydrous citric acid 
per 100 milliliters of drained liquid.

(3) If the quality of canned pineapple 
falls below the standards prescribed in 
paragraph (b) (1) of this section, the la­
bel shall bear the general statement of 
substandard quality specified in § 130.14
(a) of this subchapter, in the manner 
and form therein specified. However, if 
the quality of canned pineapple falls be­
low standard with respect to only one of 
the factors of. quality specified in para­
graph (b)(1) (i) through (xiv) of this 
section, there may be substituted for the 
second line of such general statement of 
substandard quality a new line as spec­
ified below, after the number correspond­
ing to each subparagraph of paragraph
(b) (1) of this section that such canned 
pineapple fails to meet as follows:

(i) “Small broken pieces” or “Thick 
broken pieces”, as the case may be.

(ii) (a) “Irregular small pieces”;
(b) “Mixed sizes”. CThese words are 

to be used only where the cubes are of 
mixed sizes and the tolerance for units 
larger than maximum size is exceeded.)

(iii) “Irregular small pieces”.
(iv) “Mixed sizes”.
(v) “Mixed sizes”.
(Vi) “Mixed sizes”.
(vii) “Excessively trimmed”.
(viii) “Excessively trimmed”.
(ix) “Blemished” or “Contains blem­

ished pieces”.
(x) “Blemished” or “Contains blem­

ished pieces”.
(xi) “Mashed units” or “Contains 

mashed units”.
(xii) “Poorly cored” or “Excessive 

core”.
(xiii) "Excessively tart”.
(xiv) “Contains excess liquid”.
(c) Fill of Container—(1) The stand­

ard of fill of container for canned 
crushed pineapple is a fill of not less 
than 90 percent of the total capacity of 
the container, as determined by the gen­
eral method for fill of container pre­
scribed in § 130.12(b) of this chapter.
. (2) If canned crushed pineapple falls 
below the standard of fill of container 
prescribed in paragraph (c) (1) of this 
section, the label shall bear the general 
statement of substandard fill specified in 
§ 130.14(b) of this chapter, in the man­
ner and form therein specified.
§ 145.181 Artificially sweetened canned 

pineapple.
(a) Artificially sweetened canned pine­

apple is the food that conforms to the

definition and standard of identity pre­
scribed for canned pineapple by § 145.180
(a), except that in lieu of a packing 
medium specified in § 145.180(a) (2), the 
packing medium used is water artificially 
sweetened with saccharin, sodium sac­
charin, or a combination of both. Such 
packing medium may be thickened with 
pectin.

(b) (1) The specified name of thè food
is “artificially sweetened__________ ”,
the blank being filled in with the name 
prescribed by § 145.180(a) for canned 
pineapple having the same optional pine­
apple ingredient.

(2) The artificially sweetened food is 
subject to the requirements for label 
statement of optional ingredients used, 
as prescribed for canned pineapple by 
§ 145.180(a). If the packing medium is 
thickened with pectin, the label shall 
bear the statement “thickened with pec­
tin”.
§ 145.185 Canned plums.

(a) Identity—(1) Ingredients. Canned 
plums is the food prepared from clean, 
sound, and mature fruit of plum varie­
ties conforming to the characteristics of 
Prunus domestica L., greengage varieties 
conforming to the characteristics of 
Prunus italica L., mirabelle or damson 
varieties conforming to the characteris­
tics of Prunus insititia L., or cherry vari­
eties conforming to the characteristics 
of Prunus cerasifera Ehrh. The food 
consists of one of the optional styles of 
the plum ingredient, specified in para­
graph (a)(2) of this section, and one 
of the optional packing media specified 
in paragraph (a) (3) of this section. Such 
food may also contain one, or any com­
bination of two or more of the follow­
ing safe and suitable optional ingredi­
ents:

(1) Natural and artificial flavors.
(ii) Spice.
(iii) Vinegar, lemon juice, or organic 

acids.
(iv) Artificial coloring.

Such food is sealed in a container and 
before or after sealing is so processed by 
heat so as to prevent spoilage.

(2) Optional styles of the plum ingre­
dient. The optional plum ingredients 
specified in paragraph (a) (1) of this sec­
tion are peeled or unpeeled:

(i) Whole.
(ii) Halves.

Peeled or impeded whole plums are 
pitted or, alternatively, unpitted. Peeled 
or unpeeled plum halves are pitted.

(3) Packing media—(i) The optional 
packing media referred to in paragraph
(a) (1) of this section, as defined in 
§ 145.3 are:

(a) Water.
(b) Fruit juice(s) and water.
(c) Fruit juice(s).

Such packing media may be used as such 
or any one or any combination of two 
or more safe and suitable nutritive car­
bohydrate sweetener(s) may be added. 
Sweeteners defined in § 145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been established

in Part 168 of this chapter shall comply 
with such standard in lieu of any defini­
tion that may appear in § 145.3.

Cii) When a sweetener is added as a 
part of any such liquid packing mediüm, 
the density range of the resulting pack­
ing medium expressed as percent by 
weight of sucrose (degrees Brix) as de­
termined by the procedure prescribed in 
§ 145.3 (m) shall be designated by the 
appropriate name for the respective den­
sity ranges, namely:

(a) When the density of the solution is 
11 percent e r  more but less than 15 per­
cent, the medium shall be designated as 
“slightly sweetened water”, or “extra 
light sirup”, “slightly sweetened fruit 
juice(s) and water” or “slightly sweet­
ened fruit juice (s)”, as the case may be.

(b) When the density of the solution is 
15 percent or more, but less than 19 per­
cent, the medium shall be designated as 
“light sirup”, “lightly sweetened fruit 
juice (s) and water”, or “lightly sweet­
ened fruit juice(s) ”, as the case may be.

(c) When the density of the solution 
is 19 percent or more, but less than 25 
percent, the medium shall be designated 
as “heavy sirup”, “heavily sweetened 
fruit juice (s) and water”, or “heavily 
sweetened fruit juice(s)”, as the case 
may be.

(d) When the density of the solution 
is 25 percent or more, but less than 35 
percent, the medium shall be designated 
as “extra heavy sirup”, “extra heavily 
sweetened fruit juice(s) and water”, or 
“extra heavily sweetened fruit juice(s) ”, 
as the case may be.

(4) Labeling requirements—(i) The 
name of the food is “plums” accompa­
nied by the color designation “yellow” or 
“golden” or “red” or “purple”, as appro­
priate, or the specific name of the variety 
or “Greengage plums”, “Damson plums”, 
“Cherry plums”, “Mirabelle plums”. The 
name of tfye food shall also include a 
declaration of any flavoring that charac­
terizes the product as specified in § 101.- 
22 of this chapter and a declaration of 
any spice or seasoning that characterizes 
the product ̂ for example, “Spice added”, 
or in lieu of the word “Spice”, the com­
mon name of the spice; “Seasoned with 
vinegar”. When two or more of the op­
tional ingredients specified in para­
graph (a)(1) (ii) and (iii) of this sec­
tion aré used, such words may be com­
bined as for example, “Seasoned with 
Cider vinegar, cloves, and cinnamon oil”.

(ii) The style of the plum ingredient 
as provided in paragraph (a) (2) of this 
section and the name of the packing 
medium specified in paragraph (a) (3)
(i) and (ii) of this section, preceded by 
“In” or “Packed in” shall be included as 
part of the name or in close proximity to 
the name of the food. The style of the 
plum ingredient shall be preceded or fol­
lowed by “Peeled” when the plums are 
peeled and by “Pitted” in the case of 
whole pitted plums. “Halves” may be al­
ternatively designated “Halved”. When 
the packing medium is prepared with a 
sweetener (s) which imparts a taste, fla­
vor or other characteristics to the fin­
ished food in addition to sweetness, the 
name of the packing medium '«hall be
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accompanied by the name of such sweet­
ener^), as for example, in the case of 
a mixture of brown sugar and honey, 
an appropriate statement would be
“____ ___ sirup of brown sugar and
honey”, the blank to be filled in with 
the word “light”, “heavy”, or “extra 
heavy”, as the case may be. When the 
liquid portion of the packing media pro­
vided for in paragraph (a) (3) (i) and
(ii) of this section consists of fruit 
juice(s), such juice(s) shall be designat­
ed in the name of the packing medium 
as:

(a) In the case of a single fruit juice, 
the name of the juice shall be used in 
lieu of the word “fruit”,

(b) In the case of a combination of 
two or more fruit juices, the names of 
the juices in the order of predominance 
by weight shall either be used in lieu of 
the word “fruit” in the name of the 
packing medium, or be declared on the 
label as specified in paragraph (a) (4) . 
(ill) of this section, and

(c) In the case of a single fruit juice 
or a combination of two or more fruit 
juices any of which are made from con­
centrate (s), the words “from concen­
trate (s) ” shall follow the word “juiee(s) ” 
in the name of the packing medium and 
in the name(s) of such julce(s) when 
declared as specified in paragraph (a)
(4) (iii) of this section.

(iii) Whenever the names of the fruit 
juices used do not appear in the name of 
the packing medium as provided in par­
agraph (a) (4) (ii) (b) of this section, 
such names and the words “from concen­
trate”, as specified in paragraph (a) (4) 
(ii) (c) of this section, shall appear in an 
ingredient statement pursuant to the re­
quirements of § 101.3(d) of this chapter.

(iv) Each of the optional ingredients 
used shall be declared on the label as re­
quired by the applicable sections of Part 
101 of this chapter.

(b) Quality—(1) The standard of 
quality for canned plums is as follows:

(i) Blemishes (damaged). After drain­
ing in accordance with the procedure set 
out in § 145.3(n) not more than 30 per­
cent by weight of the drained plums con­
sists of plums which have been blem­
ished or damaged by any of the follow­
ing factors either singly or in combina­
tion: Damaged by insects; appearance 
or eating quality materially affected by 
friction, disease, external stone gum or 
discoloration.

(ii) Crushed or broken units in whole 
and halves styles. In the case of the 
whole styles, not more than 25 percent 
by weight of the drained plums are de­
formed or broken to an extent that the 
normal shape of the fruit is seriously af­
fected. In the case of the halves style, 
not more than 25 percent by weight of 
the drained plums are damaged or torn 
to such an extent that they are smaller 
than 50 percent of a plum half.

(iii) Blemishes and crushed or broken 
units. Not more than 35 percent by 
weight of the drained plums consist of 
both blemishes as specified in paragraph
(b)(1) (i) of this section and crushed 
or broken units in the case of the whole 
and halves styles as specified in para­
graph (b) (2) (ii) of this section.

(iv) Extraneous plant material. Not 
more than one piece of stalk or stem 
from the plum tree or other harmless 
extraneous plant material per 200 grams 
(7 ounces) of drained plums.

(v) Loose pits in whole style. Not more 
than three loose pits per 500 grams (17.6 
ounces) of drained plums.

(vi) Pits or pieces of pits in whole pit­
ted and halves styles. Not more than two 
pits or pieces of pits per 500 grams (17.8 
ounces) of drained plums.

(2) Determine compliance as specified 
in §145.3(o) except that a lot shall 
be deemed to be in' compliance for 
extraneous plant material, loose pits 
in whole style, and pits or pieces of pits 
in whole pitted and halves styles based 
on the average of all samples analyzed 
according to the sampling plans set out 
in § 145.3 (p).

(3) If the quality of canned plums falls 
below the standard prescribed in para­
graph (b) (1) of this section, the label 
shall bear the general statement of sub­
standard quality specified in § 130.14(a) 
of this chapter, in the manner and form 
therein specified; however, if the quality 
of the canned plums falls below stand­
ard with respect to only one of the fac­
tors of quality specified in paragraph
(b) (1) (i) through (vi) of this section, 
there may be substituted for the second 
line of such general statement of sub­
standard quality (“Good Food—Not 
High Grade”) a new line, as specified 
after the corresponding designation of 
paragraph (b)(1) of this section which 
the canned plums fail to meet, as fol­
lows:

(1) “Blemished”;
(ii) “Partly crushed or broken”;
(iii) “Blemished and partly crushed or 

broken”;
(iv) “Contains extraneous plant mate­

rial”;
(v) “Contains'loose pits”; or
(vi) “Contains pits” or “Contains 

pieces of pits”.
(c) Fill of container—(1) The stand­

ard of fill of container for canned plums 
is:

(i) The fill of the plums and packing 
medium, as determined by the general 
method for fill of container prescribed in 
§ 130.12(b) of this chapter, is not less 
than 90 percent of the total capacity of 
the container.

Iii) The drained weight of the plum 
ingredient as determined by the method 
prescribed in § 145.3 (n) is not less than 
50 percent for whole styles and 55 per­
cent for halves styles based on the water 
capacity of containers as determined in 
§ 130.12(a) of this chapter.

/(2) Determine compliance for fill of 
container as specified in § 145.3(0).

(3) If canned plums fall below the 
standard of fill of container prescribed 
in paragraph (c) (1) of this section, the 
label shall bear the statement of sub­
standard fill specified in § 130.14(b) of 
this chapter, in the manner and form 
therein specified. If canned plums fall 
below the standard of fill of container in 
respect to drained weight, the words 
“Low drained weight” shall follow the 
general statement of substandard fill on 
the label.

§ 145.190 Canned prunes.
(a) Ingredients. Canned prunes is the 

food prepared from dried jpruhes, Which 
may be packed as a solid pack or in one 
of the optional packing media specified 
in paragraph (b) of this section. Such 
food may also contain one, or any com­
bination of two or more, of the following 
safe and suitable optional ingredients:

(1) Natural and artificial flavors.
(2) Spice.
(3) Vinegar, lemon juice, or organic 

acids.
(4) Unpeeled pieces of citrus fruits.

Such food is sealed in a container and 
before or after sealing is so processed by 
heat as to prevent spoilage.

(b) Packing media—(. 1) The optional 
packing media referred to in paragraph
(a) of this section, as defined in § 145.3 
are:

(1) Water.
(ii) Fruit juice(s) and water.
(iii) Fruit juice(s).

Such packing media may be used as such 
or any one or any combination of two or 
more safe and suitable nutritive carbohy­
drate sweetener (s) may be added. 
Sweeteners defined in § 145.3 shall be as 
defined therein, except that a nutritive 
carbohydrate sweetener for which a 
standard of identity has been established 
in Part 168 of this chapter shall comply 
with such standard in lieu of any defini­
tion that may appear in § 145.3.

(2) When a sweetener is added as a 
part of any such liquid packing medium, 
the density range of the resulting pack­
ing medium expressed as percent by 
weight of sucrose (degrees Brix) as de­
termined by the procedure prescribed in 
§ 145.3 (m) shall be designated by the ap­
propriate name for the respective den­
sity ranges, namely:

(i) When the density of the solution is 
less than 20 percent, the medium shall 
be designated as “slightly sweetened 
water”; or “extra light sirup”; “slightly 
sweetened fruit juice(s) and water”; or 
“slightly sweetened fruit juice (s)”, as 
the case may be.

(ii) When the density of the solution 
is 20 percent or more but less than 24 
percent, the medium shall be designated 
as “light sirup”; “lightly sweetened fruit 
juice(s) and water”; or "lightly sweet­
ened fruit juice(s)”, as the case may be.

(iii) When the density of the solution 
is 24 percent or more but less than 30 
percent, the medium shall be designated 
as “heavy sirup”; “heavily sweetened 
fruit juice(s) and water”; or “heavily 
sweetened fruit juice(s)”, as the case 
maybe.

(iv) When the density of the solution 
is 30 percent or more but not more than 
45 percent, the medium shall be desig­
nated as “extra heavy sirup”; “extra 
heavily sweetened fruit juice(s) and 
water”; or “extra heavily sweetened fruit 
juice (s) ”, as the case may be.

(c) Labeling requirements—(!) The 
name of the food is “prunes—prepared 
from dried prunes”. The words “prepared 
from dried prunes” shall be in close 
proximity to the word “prunes" and shall 
be of the same style and not less than Vz 
of the point size of the type used for the
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word "prunes”. The name of the food 
shall also include a declaration of any 
flavoring that characterizes the product 
as specified in § 101.22 of this chapter 
and a declaration of any spice or season­
ing that characterizes the product; for 
example, "Spice added”, or in lieu of the 
word "Spice”, the common name of the 
spice, "Seasoned with vinegar” or 
"Seasoned with unpeeled pieces of citrus 
fruit”. When two or more of the optional 
ingredients specified in paragraph (a)
(2) through (4) of this section are used, 
such words may be combined as for ex­
ample, “Seasoned with cider vinegar, 
cloves, cinnamon oil and unpeeled 
pieces of citrus fruit.”

(2) When the food is prepared with a 
packing medium, the name of the 
packing medium specified in paragraph
(b) (1) and (2) of this section, preceded 
by “In” or "Packed in” and the words 
"cooked”, "stewed”, or “prepared”, shall 
be included as part of the name or in 
close proximity to the name of the food. 
When no packing medium is used, the 
words “solid pack” pr "moist pack” or the 
word “moistened” follpwed by the words 
"without sirup” shall be included as part 
of the name or in close proximity to the 
name of the food. When the packing 
medium is prepared with a sweetener (s) 
which imparts a taste, flavor or 
other characteristic to the finished food 
in addition to sweetness, the name 
of the packing medium shall be ac­
companied by the name of such 
sweetener (s), as for example in the case 
of a mixture of brown sugar and honey, 
an appropriate statement would be
“.---------- sirup of brown sugar and
honey”, the blank to be filled in with the 
word “light”, “heavy”, or “extra heavy” 
as the case may be. When the liquid por­
tion of the packing media provided for 
in paragraph (b) (1) and (2) of this 
section consists of fruit juice (s), such 
juice (s) shall be designated in the name 
of the packing medium as;

(i) In the case of a single fruit juice, 
the name of the juice shall be used in lieu 
of the word “fruit”,

(ii) In the case of a combination of 
two or more fruit juices, the names of the 
juices in the order of predominance by 
weight shall either be used in lieu of the 
word “fruit” in the name of the packing 
medium, or be declared on the label as 
specified in paragraph (c) (3) of this sec­
tion, and

(iii) In the case of the single fruit 
juice or a combination of two or more 
fruit juices any of which are made from 
concentrate (s), the words “from concen­
trate (s) ” shall follow the word “juice(s) ” 
in the name of the packing medium and 
in the name(s) of such juice(s) when 
declared as specified in paragraph (c) (3) 
of this section.

(3) Whenever the names of the fruit 
juices used do not appear in the name of 
the packing medium as provided in para­
graph (c) (2) (ii) of this section, such 
names and the words “from concen­
trate”, as specified in paragraph (c)(2)

(iii) of this sectfbn, shall appear in an 
ingredient statement pursuant to the re­
quirements of § 101.3(d) of this chapter.

(4) Each of the optional ingredients 
used shall be declared on the label as re­
quired by the applicable sections of Part 
101 of this chapter.

PART 146— CANNED FRUIT JUICES
Subpart A—General Provisions

Sec.
146.3 Definitions.

Subpart B— Requirements for Specific 
Standardized Canned Fruit Juices and Beverages
146.110 Cranberry Juice cocktail.
146.111 Artificially sweetened cranberry

juice cocktail.
146.113 Canned fruit nectars.
146.116 Lemonade.
146.120 Frozen concentrate for lemonade.
146.121 Frozen concentrate for artificially

sweetened lemonade.
146.125 Colored lemonade.
146.126 Frozen concentrate for colored

lemonade.
146.130 Limeade.
146.133 Canned pineapple-grapefruit juice 

drink.
146.135 Orange juice.
146.137 Frozen orange Juice.
146.140 Pasteurized orange juice.
146.141 Canned orange juice. _
146.145 Orange juice from concentrate.
146.146 Frozen concentrated orange juice.
146.150 Canned concentrated orange juice.
146.151 Orange juice for manufacturing.
146.152 Orange Juice with preservative.
146.153 Concentrated orange juice for

manufacturing.
146.154 Concentrated orange Juice with

preservative.
146.155 Orange juice drink.
146.156 Concentrate for orange juice drink.
146.158 Powdered orange juice drink.
146.159 Orange juice drink blend.
146.160 Powdered orange juice drink blend.
146.161 Orange drink.
146.163 Concentrate for orange drink.
146.164 Powdered orange drink.
146.165 Orange flavored drink.
146.166 Concentrate for orange flavored

drink.
146.167 Powdered orange flavored drink.
146.168 Water-extracted soluble orange

solids.
146.169 Dehydrated water-extracted soluble

orange solids.
146.170 Comminuted oranges.
146.171 Dehydrated comminuted oranges.
146.172 Extract of comminuted oranges.
146.175 Dehydrated extract of comminuted

oranges.
146.176 Juicy orange pulp for manufactur­

ing.
146.177 Dehydrated juicy orange pulp for

manufacturing.
146.185 Canned pineapple Juipe.
146.187 Canned prune juice.

Authority: Secs. 401, 701, 52 Stat. 1046 as 
amended, 1055-1056 as amended (21 U.S.C. 
341, 371). -

Subpart A— General Provisions
§  146.3 Definitions.

For the purposes of this part :
(a) The term “com sirup” means a 

clarified, concentrated, aqueous solution 
of the products obtained by the incom­
plete hydrolysis of cornstarch, and in­
cludes dried com sirup. The solids of

com sirup and of dried com simp con­
tain not less than 40 percent by weight 
of reducing sugars calculated as anhy­
drous dextrose.

(b) The term “dextrose” means the 
hydrated or anhydrous, refined mono­
saccharide obtained from hydrolyzed 
starch.

(c) The term “dried glucose simp” 
means the product obtained by drying 
glucose simp.

(d) The term “glucose sirup” means a 
clarified, concentrated, aqueous solution 
of the products obtained by the incom­
plete hydrolysis of any edible starch. 
The solids of glucose simp contain not 
less than 40 percent by weight of reduc­
ing sugars calculated as anhydrous 
dextrose.

(e) The term “invert sugar sirup” 
means an aqueous solution of inverted or 
partly inverted, refined or partly refined 
sucrose, the solids of which contain not 
more than 0.3 percent by weight of ash, 
and which is colorless, odorless, and 
flavorless, except for sweetness.

(f) The term “sugar” means refined 
sucrose.

(g) Compliance means the following: 
Unless otherwise provided in a standard, 
a  lot of canned fruits shall be deemed 
in compliance for the following factors, 
to be determined by the sampling and 
acceptance procedure as provided in par­
agraph (h) of this section, namely:

(1) Quality. The quality of a lot shall 
be considered acceptable when the num­
ber of defectives does not exceed the ac­
ceptance number in the sampling plans.

(2) Fill of container. A lot shall be 
deemed to be in compliance for fill of 
container when the number of defectives 
does not exceed the acceptance number
(c) in the sampling plans.

(h) The sampling and acceptance pro­
cedure means the following:

(1) Definitions—(i) Lot. A collection 
of primary containers or units of the 
same size, type, and style manufactured 
or packed under similar conditions and 
handled as a single unit of trade.

(ii) Lot size. The number of primary 
containers or units in the lot.

(iii) Sample size. The total number of 
sample units drawn for examination 
from a lot.

(iv) Sample unit. A container, a por­
tion of the contents of a container, or a 
composite mixture of product from small 
containers that is sufficient for the ex­
amination or testing as a single unit.
: (v) Defective. Any sample unit shall 
be regarded as defective when the sam­
ple unit does not meet the criteria set 
forth in the standards.

(vi) Acceptance number (c). The 
maximum number of defective sample 
units permitted in the sample in order to 
consider the lot as meeting the speci­
fied requirements.

(vii) Acceptable quality level (AQL). 
The maximum percent of defective sam­
ple units permitted in a lot that will be 
accepted approximately 95 percent of the 
time. .
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(2) Sampling plans:

Lot size (primary Size of containercontainers)

Net weight equal to or less than 
lkg (2.2 lb)

4.800 or less.______4.801 to 24,000.____24.001 to 48,000.___48.001 to 84,000.___84.001 to 144,000.__144.001 to 240,000.... Over 240,000______

n1321294884126200

e2 - .34 6 91319
Net weight greater than 1 kg(2.2 lb) bat not more than 4.5 kg (101b)

n c2,400 0(r less______ 13 22,401 to 15,000.... __  21 315,001 to 24,000.___ 29 424,001 to 42,000. ... 48 642,001 to 72,000.___ 84 972,001 to 120,000... 126 13Over 120,000...... 200 19
Net weight greater than 4.5 kg (101b)

n c
600 or less... ... __  13 2001 to 2,000...... __  21 32,001 to 7,200..... 29 47,201 to 15,000.... 48 615,001 to 24,000.... 84 924,001 to 42,000.... 126 13
Over 42,000______ 200 19

«»number of primary containers in sample. c=acceptance number.
Subpart B— Requirements for Specific

Standardized Canned Fruit Juices and
Beverages

§ 146.110 Cranberry juice cocktail.
(a) Cranberry juice cocktail—a juice 

drink is the beverage food prepared from 
one or both of the cranberry juice in­
gredients specified in paragraph (b) of 
this section to which water and one or 
more safe and suitable nutritive sweeten­
ers are added. The finished food is fil­
tered and contains not less than 25 per­
cent by volume of equivalent single 
strength cranberry juice. The soluble sol­
ids content of the finished food is not less 
than 14° Brix nor more than 16* Brix, as 
determined by refractometer. I t may 
contain added vitamin C in a quantity 
prescribed by paragraph (c) of this sec­
tion. The acid content of the food, cal­
culated as anhydrous citric acid, is not 
less than 0.55 gram per 100 milliliters. 
The food is sealed in a container and so 
processed by heat, before or after sealing, 
as to prevent spoilage.

(b) The cranberry juice ingredients 
referred to in paragraph (a) of this sec­
tion are cranberry juice and concen­
trated cranberry juice. For the purpose 
of this section cranberry juice is the juice 
extracted from mature, well colored, 
sound, washed cranberries and concen­
trated cranberry juice is cranberry juice 
from which part of the water has been 
removed.

(c) Vitamin C may be added in a 
quantity such that the total vitamin C 
in each 6 fluid ounces of the finished 
food amounts to not less than 30 milli­
grams and not more than 60 milligrams.

(d) The name of the food is “Cran­
berry juice cocktail—a juice drink— 
contains not less than 25 percent cran­
berry juice". Hie words “a juice drink”

shall appear on the label either on the 
same line with or centered on a line im­
mediately below the words “cranberry 
juice cocktail”. The words “contains not 
less than 25 percent cranberry juice” 
shall appear on a line immediately below 
and be centered with the line preceding 
it. The words “a juice drink—contains 
not less than 25 percent cranberry juice” 
shall be in letters not less than one-half 
the height of the largest letter in the 
words “cranberry juice cocktail”.

(e) (1) The label shall name the sweet­
ening ingredients used. When vitamin, C 
is added, as provided for by paragraph
(c), it shall be designated on the label as 
“vitamin C added” or “with added vita­
min C”. The label shall conform to the 
labeling requirements prescribed for 
foods which purport to be or are repre­
sented for special dietary uses by regula­
tions promulgated pursuant to section 
403(j) of the Federal Food, Drug, and 
Cosmetic Act.

(2) Statements of the ingredients pres­
ent as specified in this paragraph shall 
be set forth on the label with such prom­
inence and conspicuousness as to render 
them likely to be read by the ordinary 
individual under customary conditions of 
purchase.

Note.—§ 146.110 (formerly § 27.127) was 
stayed in its entirety at 33 F.R. 10088, July 
13, 1968.
§ 146.111 Artificially sweetened cran­

berry juice cocktail.
(a) Artificially sweetened cranberry 

juice cocktail—a juice drink is the food 
that conforms to the definition and 
standard of identity prescribed for cran­
berry juice cocktail—a juice drink by 
§ 146.110, except that in lieu of nutritive 
sweeteners it is sweetened with one or 
more of the artificial sweeteners listed 
in and complying with Parts 170 through 
189 of this chapter, and the soluble solids 
specifications prescribed in § 146.110(a) 
do not apply. The quantity of artificial 
sweeteners added is sufficient to sweeten 
the beverage to the same sweetness taste 
level as that of the food conforming to 
§ 146.110.

(b) The name of the food is “Artifi­
cially sweetened cranberry juice cock­
tail—a juice drink—contains not less 
than 25 percent cranberry juice”. The 
words “artificially sweetened” shall be of 
the same size and style of type as the 
words “cranberry juice cocktail” and the 
words “a juice drink—contains not less 
than 25 perctent cranberry juice” shall be 
of the same size and placement as pre­
scribed in § 146.110(d).

(c) The food is subject to the require­
ments for label statement of ingredients 
as prescribed for cranberry juice cock­
tail—a juice drink by § 146.110 and is 
labeled to conform to the labeling re­
quirements prescribed for foods which 
purport to be or are represented for spe­
cial dietary uses by regulations promul­
gated pursuant to section 403(j) of the 
Federal Food, Drug, and Cosmetic Act.

Note.—§ 146.111 (formerly § 27.128) was 
stayed in Its entirety at 33 F.R. 10088, July 
13, 1968.

§ 146.113 Canned fruit nectars.
(a) Canned fruit nectars are the 

pulpy, liquid foods prepared from one or 
more of the optional fruit ingredients 
specified in paragraph (b) of this section 
in an amount not less than the percent­
age specified in that paragraph, water, 
and one or more of the optional sweeten­
ing ingredients as provided for in para­
graph (d) of this section. They may con­
tain one or more of the optional ingredi­
ents as provided for in paragraph (e) of 
this section. The consistency of the fin­
ished product is such that the time of 
flow is not less than 30 seconds when 
tested by the method set forth in “Con­
sistency Measurement of Fruit Nectars 
and Fruit Juice Products,” published in 
the “Journal of the Association of Offi­
cial Agricultural Chemists,” p. 411, voi. 
42, 1959. Such food is sealed in a con­
tainer and so processed by heat, either 
before or after sealing, as to prevent 
spoilage.

(b) (1) The optional fruit ingredients 
referred to in paragraph (a) of this sec­
tion are fruit puree, pulp, juice, or con­
centrates thereof, as prepared from 
whole, mature fruits of the following va­
rieties: Apple, apricot, blackberry, boy- 
senberry, cherry guava, loganberry, 
mango, nectarine, papaya, passimi fruit, 
peach, pear, pineapple, and plum. Apples, 
cherries, passion fruit, and pineapples 
are used only in combination with one 
or more of the other fruits listed.

(2) The fruit ingredients contain 
finely divided insoluble fruit solids but 
do not contain seeds, pits, or other coarse 
or hard substances capable of being 
avoided by good canning practices.

(3) Single-fruit nectars are made 
from fruits of a single variety. The pro­
portion of fruit ingredient used on an 
equivalent single strength basis is not 
less than 40 percent by weight of the 
finished food; except that for apricot 
nectar it is not less than 35 percent, for 
papaya nectar it is not less than 33% 
percent, and for guava nectar it is not 
less than 25 percent. Multiple-fruit nec­
tars are made from two or more varieties 
of fruit, and they may be made by blend­
ing single-fruit nectars provided that 
each single-fruit nectar used meets its 
fruit ingredient requirement. The fruit 
ingredient requirements for those fruits 
that by paragraph (b) (1) of this section 
are restricted for use in combina­
tion with other fruits are: Apples—not 
less than 40 percent, cherries—not less 
than 40 percent, passion fruit—not less 
than 15 percent, and pineapples—not 
less than 40 percent. Each multiple-fruit 
nectar made by any procedure other than 
by the method of blending single-fruit 
nectars shall contain no less of each fruit 
ingredient than it  would be required to 
have if made by the blending method. In 
no case shall the quantity of a fruit in­
gredient be less than that required to im­
part a definite flavor or other definite 
characteristic to the nectar. The weight 
of any fruit ingredient shall be deter­
mined as follows: Determine the percent 
of soluble solids in such fruit ingredient 
by tile method prescribed in section
29.011 of “Official Methods of Analysis
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of the Association of Official Agricultural 
Chemists,” 10th Edition, 1965, page 487, 
under “Solids.” Use this method notwith­
standing the presence of insoluble solids. 
Multiply the result so found by the 
weight of each fruit ingredient used and 
divide the product by the Brix value for 
each such fruit ingredient set forth in 
paragraph (c) (3) of this section. The 
result is the equivalent weight of the in­
dividual single strength fruit ingredients. 
For example, 1,180 pounds of concen­
trated peach ingredient having 30 per­
cent soluble solids is used. The equivalent 
weight of single strength peach ingredi­
ent would be:

(1 ,180 X 30-^ 11.8  =  3,000 p o u n d s .)

(c) Any requirement of this section 
with respect to the weight of any fruit 
means:

(1) In the case of fruit the proper 
preparation of which involves the re­
moval of pits, seeds, skins, cores, or other 
parts, the weight of such fruit exclusive 
of all such substances removed there­
from; and

(2) The weight of the fruit exclusive 
of the weight of water or any other sub­
stance added for any processing, pack­
ing, or canning of such fruit, or other­
wise added to such fruit.

(3) For the purposes of this section 
the weight of any fruit ingredient shall 
be converted to the equivalent weight of 
single strength fruit ingredient having a
Brix value as follows:

Brix
Name of fruit : value

A p p le-------------------------  13. 3
Apricot_________________   14. 3
Blackberry______ v-_____ ___ _10.0
Boysenberry_______________   10. 0
Cherry___ _______________    14. 3
Guava ____________ -,___________  7. 7
Loganberry_________________      10. 5
M ango______ ____ I____________  13.0
Nectarine ____________   11.8
Papaya _______-----------      11.5
Passion fruit_______________   14. 5
P each____ _______     11.8
Pear --------------------------------   15. 4
Pineapple _________________:___  13. 0
Plum ____________________      14. 3'

(d) The optional sweetening ingredi­
ents referred to in paragraph <a) of this 
section are: Sugar, invert sugar sirup, 
dextrose, com sirup, dried corn sirup, 
glucose sirup, and dried glucose sirup.

(e) Optional ingredients that may be 
added in making fruit nectars are one 
or more of the following:

(1) Acidifiers: Lemon juice, concen­
trated lemon juice, citric acid, malic acid, 
and fumaric acid.

(2) Ascorbic acid as an antioxidant 
preservative in a quantity not to exceed 
150 parts per million.

(3) Ascorbic acid (vitamin C) added 
in such quantity that the total ascorbic 
acid in each 4 fluid ounces of the finished 
fruit nectar amounts to not less than 30 
milligrams and not more than 60 milli­
grams.

(f) The names of the fruit nectars for 
which standards of identity are pre­
scribed by this section are:

(1) If the fruit ingredient is prepared 
from a single variety of fruit the name is

“nectar” preceded by the name of the 
fruit; for example, “Apricot nectar”.

(2) If the fruit ingredient is a com­
bination of two or more fruits and the 
weight of each is not less than one-tenth 
of the weight of the combination, the 
name is “nectar” preceded by the names 
of the fruits arranged in descending or­
der of predominance; for example, 
“Apricot and papaya nectar”.

(3) If the fruit ingredient is a combi­
nation, the nectar shall be so named as 
to differentiate those fruits furnishing 
one-tenth or more to the weight of the 
combination from those fruits furnishing 
less than one-tenth to such weight. The 
names of those fruits furnishing one- 
tenth or more to the combination shall 
be shown as prescribed in paragraph (f)
(2) of this section; or, alternatively, 
in the case of combinations wherein each 
of four or more fruits furnishes one- 
tenth or more to the weight of the 
combination, their names may be listed 
in descending order of predominance 
immediately following the words 
“Blended fruit nectar”. Thp names of 
any fruits furnishing less than one-tenth 
of the weight of the combination shall 
be shown immediately following the rest 
of the name of the nectar by listing them 
in the blank of the statement “with
added__________ ” or “___________
added”. For example, nectar made with a 
combination containing: 35 percent pear, 
25 percent peach, 20 percent plum, 15 
percent apricot, and 5 percent passion 
fruit may be named “Pear, peach, plum, 
apricot nectar, passion fruit added”, or 
alternatively, it may be named “Blended 
fruit nectar—pear, peach, plum, apri­
cot, with added passion fruit”,

(g) The common names of optional 
ingredients used shall be shown on the 
principal display panel or panels of the 
label with such prominence and con­
spicuousness that they are likely to be 
read and understood by ordinary in­
dividuals under customary conditions of 
purchase. The term “sweetener added” 
may be used in lieu of the name or 
names of the sweetening ingredient. 
When ascorbic acid is added as provided 
for in paragraph (e) (2) of this section, 
it shall be declared on the label by the
statement “ascorbic acid added_______
--------”, the blank being filled in with
“to preserve color and flavor” or “as a 
preservative”. A fruit nectar containing 
ascorbic acid (vitamin C) as provided 
for in paragraph (e) (3) of this section 
shall bear on the label, in addition to the 
preservative declaration required by this 
paragraph, the statement “vitamin C 
added” or “with added vitamin C” and 
such statement shall be accompanied by 
labeling conforming to the requirements 
prescribed in the regulations established 
pursuant to section 403(j) of the Federal 
Food, Drug, and Cosmetic Act.

Note.— § 146.113 (fo rm er ly  § 27 .126) was 
s ta y e d  in  i t s  e n t ir e ty  a t  33 F R  10713, J u ly  
27, 1968.

§ 146.115 Lemonade.
(a) Lemonade is the beverage food 

prepared from one or more of the lfimon 
juice ingredients specified in paragraph

(b) of this section, water, and one or 
more of the optional sweetening in­
gredients specified in paragraph (c) of 
this section. It may contain one or more 
of the optional ingredients provided for 
in paragraph (d) of this section. The 
proportion of lemon juice ingredients 
used is sufficient to yield an acidity, cal­
culated as anhydrous citric acid, of not 
less than 0.70 gram per 100 milliliters of 
the finished lemonade. The pulp content 
of lemonade may be adjusted by remov­
ing or by adding lemon pulp in accord­
ance with good manufacturing practice. 
The beverage made by diluting frozen 
concentrate for lemonade, identified in 
§ 146.120, with water to meet the re­
quirements of this section is deemed to 
be lemonade. Lemonade may be treated 
with heat to reduce the enzymatic ac­
tivity and the number of viable micro­
organisms. It may be preserved by re­
frigeration, by freezing,^ by the addition 
of preservatives as provided for in para­
graph (d) (2) of this section, or by seal­
ing in containers and so processing by 
heat, either before or after sealing, as to 
prevent spoilage.

(b) The lemon juice ingredients re­
ferred to in paragraph (a) of this section 
are lemon juice and concentrated lemon 
juice, either of which may be frozen. For 
the purposes of this section, lemon juice 
is the juice expressed from mature 
lemons of an acid variety. Concentrated 
lemon juice is lemon juice from which 
part of the water has been removed. 
Lemon juice ingredients may be treated 
by heat to reduce the enzymatic ac­
tivity and the number of viable micro­
organisms.

(c) The optional sweetening in­
gredients referred to in paragraph (a) 
of this section are: Sugar, invert sugar 
sirup, dextrose, corn sirup, dried com 
sirup, glucose sirup, and dried glucose 
sirup.

(d) Optional ingredients that may be 
added in making lemonade are one or 
more of the following:

(1) Lemon oil, cold-pressed lemon oil, 
concentrated lemon oil, and lemon es­
sence recovered during the concentration 
of lemon juice.

(2) The chemical preservatives: 
Sodium benzoate and sorbic acid.

(3) Safe and suitable buffering salts, 
emulsifying agents and weighting oils 
(emulsifying agents and weighting oils 
may be used only when an oil as provided 
for by paragraph (d)(1) of this section 
is added and in a quantity not greater 
than required to facilitate dispersion of 
such oil). Such ingredients are deemed 
safe if they are not food additives as 
defined by section 201 (s) of the Federal 
Food, Drug, and Cosmetic Act, or if they 
are food additives as so defined, when 
they are used in conformity with regula­
tions established pursuant to section 409 
of the Federal Food, Drug, and Cosmetic 
Act.

(e) The name of the food is “Lemon­
ade”. If the food is preserved by freezing, 
the name is “Frozen lemonade”. If it is 
preserved by heat processing so as to 
prevent spoilage, the name is “Canned 
lemonade”; however, if it does not pur-
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port to be a refrigerated or frozen prod­
uct, the word “canned” may be omitted.

(f) The common names of optional in­
gredients used shall be shown on the 
principal display panel or panels of the 
label with such prominance and con­
spicuousness that they are likely to be 
read and understood by ordinary individ­
uals under customary conditions of pur­
chase. The term "sweetener added” may 
be used in lieu of the name or names 
of the sweetening ingredient. The term 
“flavor added” may be used in lieu of 
the names for lemon oil, cold-pressed 
lemon oil, concentrated lemon oil, or 
lemon essence. The name of the pre­
servative ingredient used shall be accom­
panied by words to show that it is a pre­
servative; for example, “preserved with 
sodium benzoate”.

Note.—§ 146.115 (formerly § 27.99) was 
stayed in its entirety at 33 F.R. 10713, July 
27, 1968.
§ 146.120 Frozen concentrate for lem on­

ade.
(a) Frozen concentrate for lemonade 

is the frozen food prepared from one or 
both of the lemon juice ingredients speci­
fied in paragraph (b) of this section to­
gether with one or any mixture of safe 
and suitable nutritive carbohydrate 
sweeteners. The product contains not less 
than 48.0 percent by weight of soluble 
solids taken as the sucrose value deter­
mined by refractometer and corrected 
for acidity as given in "Correction of 
Refractometer Sucrose Readings for Cit­
ric Acid Content in Frozen Concentrate 
for Lemonade,” by Yeatman, Senzel and 
Springer, "Journal of the Association of 
Analytical Chemists,” vol. 59, p. 368 
(1976) .3 When the product is diluted ac­
cording to directions for making lemon­
ade which shall appear on the label, the 
acidity of the lemonade, calculated as 
anhydrous citric acid, shall be not less 
than 0.70 gram per 100 milliliters, and 
the soluble solids, measured as described 
for the concentrate, shall be not less 
than 10.5 percent by weight.

(b) The lemon juice ingredients re­
ferred to in paragraph (a) of this sec­
tion are:

<1) Lemon juice or frozen lemon juice 
or a mixture of these.

(2) Concentrated lemon juice or frozen 
concentrated lemon juice or a mixture 
of these.
For the purposes of this section, lemon 
juice is the undiluted juice expressed 
from mature lemons of an acid variety; 
and concentrated lemon juice is lemon 
juice from which part of the water has 
been removed. In the preparation of the 
lemon juice ingredients, the lemon oil 
content may be adjusted by the addition 
of lemon oil or concentrated lemon oil 
in accordance with good manufacturing 
practice, and the lemon pulp in the juice 
as expressed may be left in the juice or 
may be separated. Lemon pulp that has 
been separated, which may have been 
preserved by freezing, may be added in

2 Copies may be obtained from: Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C. 
20044.

preparing frozen concentrate for lemon­
ade, provided that the amount of pulp 
added does not raise the proportion of 
pulp in the finished food to a level in 
excess of that which would be present by 
using lemon juice ingredients from 
which pulp has not been separated. The 
lemon juice ingredients may be treated 
by heat, either before or after the other 
ingredients are added, to reduce the en­
zymatic activity and the number of vi­
able microorganisms.

(c) Each of tiie ingredients used shall 
be declared on the label as required by 
the applicable sections of Part 101 of this 
chapter.
§ 146.121 Frozen concentrate for artifi­

cially sweetened lemonade.
(a) Frozen concentrate for artificially 

sweetened lemonade conforms to the 
definition and standard of identity pre­
scribed for frozen concentrate for lem­
onade by § 146.120, except that in lieu of 
nutritive sweeteners it is sweetened with 
one or more of the artificial sweetening 
ingredients listed in and complying with 
the requirements of Parts 172, 180 or 184 
of this chapter, and the soluble solids 
specifications prescribed in § 146.120(a) 
do not apply. When the product is diluted 
according to directions which shall ap­
pear on the label, the acidity of the arti­
ficially sweetened lemonade, calculated 
as anhydrous citric acid, shall be not less 
than 0.70 gram per 100 milliliters. I t may 
contain one or more safe and suitable 
dispersing ingredients serving the func­
tion of distributing the lemon oil 
throughout the food. I t  may also con­
tain one or more safe and suitable 
thickening ingredients. Such dispersing 
and thickening ingredients are not food 
additives as defined in section 201 (s) of 
the Federal Food, Drug, and Cosmetic 
Act; or if they are food additives as so 
defined, they are used in conformity 
with regulations established pursuant to 
section 409 of the act.

(b) [Reserved]
(c) The name of the food is “Frozen 

concentrate for artificially sweetened 
lemonade”. The words "artificially 
sweetened” shall be of the same size and 
style of type as the word “lemonade”.

(d) If an optional thickening or dis­
persing ingredient referred to in para­
graph (a) of this section is used, the 
label shall bear the statement “______

“ added” or “with added_____”, the blank
being filled in with the common name 
of the thickening or dispersing agent 
used. Such statement shall be set forth 
on the label with such prominence and 
conspicuousness as to render it likely to 
be read and understood by the ordinary 
individual under customary conditions 
of purchase.

(e) Frozen concentrate for artificially 
sweetened lemonade is labeled to con­
form to the labeling requirements pre­
scribed for foods which purport to be or 
are represented for special dietary use 
by regulations promulgated pursuant to 
section 403(j) of the act.
§ 146.125 Colored lemonade.

(a) Colored lemonade is the beverage 
food that conforms to the definition and

standard of identity and is subject to the 
requirements for label statement of op­
tional ingredients prescribed for lemon­
ade by § 146.115, except that it is colored 
with a safe and suitable color. Such color 
is deemed safe if it is a color additive 
as defined in section 201 (t) of the Fed­
eral Food, Drug, and Cosmetic Act and 
is used in conformity with regulations 
established pursuant to section 706 of 
the act. The beverage made by diluting 
frozen concentrate for colored lemonade, 
identified in § 146.126 with water to meet 
the requirements of this section is 
deemed to be colored lemonade.

(b) The name of the food conforms to 
the name prescribed by § 146.115, except 
that the word “lemonade” is immediately 
preceded by a word describing the color 
of the food; for example, “frozen pink 
lemonade”.

(c) The authorized coloring ingredient 
used shall be shown on the label by the
statement “__________ added” or "with
added______‘______”, the blank being
filled in with words “artificial coloring” 
if the color additive used is artificial, or 
if it is not an artificial coloring the blank 
is filled in with the word "coloring” or 
with the common name of the color ad­
ditive used; for example, “beet juice 
added”.

Note.— § 146.125 (fo rm er ly  § 27.100) waa 
s ta y e d  in  its  e n t ir e ty  a t  33 F R  10713, J u ly  27, 
1968.

§ 146.126 Frozen concentrate for colored 
lemonade.

(a) Frozen concentrate for colored 
lemonade conforms to the definition and 
standard of identity prescribed for 
frozen concentrate for lemonade by 
§ 146.120, except that it is colored with a 
safe and suitable fruit juice, vegetable 
juice, or any such juice in concentrated 
form, or with any other color additive 
ingredient suitable for use in food, in­
cluding artificial coloring, used in con­
formity with regulations established 
pursuant to section 706 of the Federal 
Food, Drug, and Cosmetic Act.

(b) The name of the food is “Frozen
concentrate fo r__________ lemonade”,
the blank being filled in with the word 
describing the color: for example, 
“Frozen concentrate for pink lemonade”.

(c) Each of the ingredients specified 
in paragraph (a) of this section shall be 
declared on the label as required by the 
applicable sections of Part 101 of this 
chapter.

•§ 146.130 Limeade.
Limeade is the beverage food that con­

forms to the compositional requirements 
prescribed by § 146.115 for lemonade, ex­
cept that instead of using lemon juice 
ingredients, lemon pulp, and flavoring 
ingredients derived from lemons, the cor­
responding juice, pulp, and flavoring in­
gredients derived from mature limes of 
an acid variety are used. Limeade con­
forms to the labeling requirements pre­
scribed by § 146.115 for lemonade, except 
that the name “limeade” replaces the 
name “lemonade”.

N o te.— § 146.130 (fo rm er ly  S 27.131) w as  
s ta y ed  in  i t s  e n t ir e ty  a t  33 F R  10713, J u ly  
27, 1968.
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§ 146.133 Canned pineapple-grapefruit 
juice drink.

(a) Canned pineapple-grapefruit juice 
drink is the beverage food prepared 
from one or both of the pineapple juice 
ingredients and one or both of the grape­
fruit juice ingredients specified in para­
graph (b) of this section, water, and one 
or more of the optional sweetening in­
gredients specified in paragraph (c) of 
this section. I t  may contain one or more 
of the optional Ingredients as provided 
for in paragraph (d) of this section. The 
consistency of the finished food is such 
that the time of flow is less than 30 sec­
onds when tested by the method set forth 
in “Consistency Measurement of Fruit 
Nectars and Fruit Juice Products” pub­
lished in the “Journal of the Association 
of Official Agricultural Chemists,” pages 
411-416, vol.-42, 1959. The food is sealed 
in a container and so processed by heat, 
either before or after sealing, as to pre­
vent spoilage. '

(b) (1) The fruit juice ingredients re­
ferred to in paragraph (a) of this sec­
tion are pineapple juice, concentrated 
pineapple juice, grapefruit juice, and 
concentrated grapefruit juice. Each fruit 
juice ingredient may contain finely di­
vided Insoluble fruit solids but does not 
contain seeds, pits, or other coarse or 
hard substances capable of being avoided 
in good canning practices. The adjusted 
weight of the combination of these fruit 
juice Ingredients shall be not less than 
50 percent of the weight of the finished 
food, calculated by the method specified 
in paragraph (b) (2) of this section. 
Each fruit juice ingredient shall be used 
in a quantity sufficient to impart its char­
acteristics to the blend, and the propor­
tion of the pineapple juice ingredient 
shall exceed the proportion of the grape­
fruit juice Ingredient.

(2) Determine the percent of soluble 
solids in the fruit juice ingredients used 
by the method prescribed in section 
29.011 of “Official Methods of Analysis 
of the Association of Official Agricultural 
Chemists,” 10th edition, 1965, page 487, 
under “Solids.” Use this method, not­
withstanding the presence of insoluble 
solids. Multiply the result so found by 
the weight of each fruit juice ingredient 
used and divide the product by the fol­
lowing Brix value for each fruit in-
gredient.

B rix
N am e o f  fr u it :  value

P in ea p p le  Ju ice___ ;__________________  13. 0
G ra p efru it J u ice__________________  9 . 5

The result is the adjusted weight of the 
fruit juice ingredient. For example, 
assume there is on hand 1,300 pounds of 
concentrated pineapple juice that in ac­
cordance with the above-cited A.OA..C. 
method is found .to contain 30 percent of 
soluble solids. The weight of equivalent 
single strength pineapple juice is calcu­
lated as follows:

1,300X 30-r-1 3 :0 = 3 ,0 0 0  p o u n d s

(c) The optional sweetening ingredi­
ents referred to in paragraphia) of this 
section are: Sugar, invert sugar sirup, 
dextrose, corn sirup, dried com sirup, 
glucose sirup, and dried glucose sirup.

(d) Optional ingredients that may be 
added in making pineapple-grapefruit 
juice drink are one or more of the 
following:

(1) Citrus oil flavoring derived from 
orange, lemon, and/or grapefruit.

(2) Acidifiers: Lemon juice, concen­
trated lemon juice, citric acid, malic acid, 
and fumaric acid. * ,

(3) Ascorbic acid (vitamin C) added 
in such a quantity that the total ascorbic 
acid in each 4 fluid ounces of the 
finished pineapple-grapefruit juice 
drink amounts to not less than 30 
milligrams and not more than 60 milli­
grams.

(4) Sodium citrate.
(e) The name of the food is:

Pineapple-Grapefruit Juice Drink 
Contains not less than 50 percent fruit Juice
That part of the name consisting of the 
statement “Contains not less than 50 
percent fruit juice” shall immediately 
follow the words “Pineapple-grapefruit 
juice drink” and shall be shown in the 
same color, on the same background, and 
in letters that are not less than one-half 
the height of the largest letter in the 
preceding words in the name.

(f) The common names of the optional 
«ingredients used shall be shown on the
principal display panel or panels of the 
label with such prominence and con­
spicuousness that they are likely to be 
read and understood by ordinary indi­
viduals under customary conditions of 
purchase. The term “sweetener added” 
may be used in lieu of the name or names 
of the sweetening ingredient. The term 
“flavor added” may be used in lieu of 
the name of the citrus oil flavoring 
ingredient. When ascorbic acid (vitamin 
C) is added it shall be declared as 
“vitamin C added” or “with added 
vitamin C” and this declaration shall be 
accompanied by labeling conforming to 
the requirements prescribed in the regu­
lations established pursuant to section 
403(j) of the Federal Food, Drug, and 
Cosmetic Act.

Note.—§ 146.133 (formerly § 27.125) was 
stayed In its entirety at 33 PR 10713, July 27, 
1968.
§ 146.135 Orange juice.

(a) Orange juice is the unfermented 
juice obtained from mature oranges of 
the species Citrus sinensis. Seeds (ex­
cept embryonic seeds and small frag­
ments of seeds that cannot be separated 
by good manufacturing practice) and 
excess pulp are removed. The juice may 
be chilled, but it is not frozen.

(b) The name of the food is “orange 
juice”. The name “orange juice” may 
be preceded on the label by the varietal 
name of the oranges used, and if the 
oranges grew in a single State, the name 
of such State may be included in the 
name, as for example, “California Valen­
cia orange juice”.
§ 146.137 Frozen orange juice.

(a) Frozen orange juice is orange 
juice as defined in § 146.135, except that 
it  is frozen.

(b) The name of the food is “Frozen 
orange juice”. Such name may be pre­

ceded on the label by the varietal name 
of the oranges used, and if the oranges 
grew in a single State, the name of such 
State may be included in the name, as 
for example, “California Valencia frozen 

• orange juice”.
§ 146.140 Pasteurized orange juice.

(a) Pasteurized orange juice is the 
food prepared from unfermented juice 
obtained from mature oranges as speci­
fied in § 146.135, to which may be added 
not more than 10 percent by volume of 
the unfermented juice obtained from 
mature oranges of the species Citrus 
reticulata or hybrids thereof. Seeds (ex­
cept embryonic seeds and small frag­
ments of seeds that cannot be separated 
by good manufacturing practice) are re­
moved, and pulp and orange oil may be 
adjusted in accordance with good manu­
facturing practice. If the adjustment in­
volves the addition of pulp, then such 
pulp shall not be of the washed or spent 
type. The solids may be adjusted by the 
addition of one or more of the optional 
concentrated orange juice ingredients 
specified in paragraph (b) of this sec­
tion. One or more of the optional sweet­
ening ingredients listed in paragraph
(c) of this section may be added in a 
quantity reasonably necessary to raise 
the Brix or the Brix-acid ratio to any 
point within the normal range usually 
found in unfermented juice obtained 
from mature oranges as specified in 
§ 146.135. The orange juice is so treated 
by heat as to reduce substantially the 
enzymatic activity and the number of 
viable microorganisms. Either before or 
after such heat treatment, all or a part 
of the product may be frozen. The fin­
ished pasteurized orange juice contains 
not less than 10.5 percent by weight of 
orange juice soluble solids, exclusive of 
the solids of any added optional sweet­
ening ingredients, and the ratio of the 
Brix hydrometer reading to the grams 
of anhydrous citric acid per 100 milli­
liters of juice is not less than 10 to 1.

(b) The optional concentrated orange 
juice ingredients referred to in para­
graph (a) of this section are frozen con­
centrated orange juice as specified in 
§ 146.146 and concentrated orange juice 
for manufacturing as specified in § 146.- 
153 when made from mature oranges; 
but the quantity of such concentrated 
orange juice ingredients added shall not 
contribute more than one-fourth of the 
total orange juice solids in the finished 
pasteurized orange juice.

(c) The optional sweetening ingre­
dients referred to in paragraph (a) of 
this section are sugar, invert sugar, dex­
trose, dried corn sirup, dried glucose 
sirup.

(d ) (1) The name of the food is “Pas­
teurized orange juice”. If the food is 
filled into containers and preserved by 
freezing, the label shall bear the name 
“Frozen pasteurized orange juice”. The 
words “pasteurized” or “frozen pasteur­
ized” shall be shown on labels in letters 
not less than one-half the height of the 
letters in the words “orange juice”.

(2) If the pasteurized orange juice is 
filled into containers and refrigerated, 
the label shall bear the name of the food,
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"chilled pasteurized orange juice*'. If it 
does not purport to be either canned 
orange juice or frozen pasteurized orange 
juice, the word “chilled” may be omitted 
from the name. The words “pasteur­
ized” or “chilled pasteurized” shall be 
shown in letters not less than one-half 
the height of the letters in the words 
“orange juice”.

(e) (1) If a concentrated orange juice 
ingredient specified in paragraph (b) of 
this section is used in adjusting the 
orange juice solids of the pasteurized 
orange juice, the label shall bear the 
statement “prepared in part from con­
centrated orange juice” or “with added 
concentrated orange juice” or “concen­
trated orange juice added”.

(2) If one or more of the sweetening 
ingredients specified in paragraph (c) of 
this section are added to the pasteurized 
orange juice, the label shall bear the
statement __. added’*, the blank being
filled in with the name or an appropriate 
combination of the names of the sweet­
ening ingredients used. However, for 
the purpose of this section, the name 
“sweetener” may be used in lieu of the 
specific name or names of the sweeten­
ing ingredients.

Cf) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the statements 
specified in this section for naming the 
optional ingredients used shall im­
mediately and conspicuously precede or 
follow the name of the food, without in­
tervening written, printed, or graphic 
matter.
§ 146.141 Canned orange juice.

(a) Canned orange juice is the food 
prepared from orange juice as specified 
in § 146.135 or frozen orange juice as 
specified in § 146.137, or a combination 
of both, to which may be added not more 
than 10 percent by volume of the unfer­
mented juice obtained from mature 
oranges of the species Citrus reticulata 
or hybrids thereof. Seeds (except em­
bryonic seeds and small fragments of 
seeds that cannot be separated by good 
manufacturing practice) are removed. 
Orange oil and pulp may be adjusted in 
accordance with good manufacturing 
practice. The adjustment of pulp re­
ferred to in this paragraph does not per­
mit the addition of washed or spent pulp. 
Liquid condensate recovered from the 
deoiling operation may be added back. 
One or more of the optional sweetening 
ingredients named in paragraph (b) of 
this section may be added, in a quantity 
reasonably necessary to raise the Brix 
or the Brix-acid ratio to any point within 
the normal range usually found in un­
fermented juice obtained from mature 
oranges as specified in § 146.135. The 
food is sealed in containers and so proc­
essed by heat, either before or after 
sealing, as to prevent spoilage. The 
finished canned orange juice tests not 
less than 10* Brix, and the ratio of the 
Brix hydrometer reading to the grams 
of anhydrous citric acid per 100 milli­
liters of juice is not less than 9 to 1.

(b) The optional sweetening ingredi­
ents referred to in paragraph (a) of this
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section are sugar, invert sugar, dextrose, 
dried com sirup, dried glucose sirup.

(c) The name of the food is “Canned 
orange juice”. All the words in the 
name shall appear in the same size, color, 
and style of type and on the same color­
contrasting background. If the food is 
not sold under refrigeration and if it 
does not purport to be chilled pasteur­
ized orange juice or frozen pasteurized 
orange juice, the word “canned” may be 
omitted from the name.

(d) If one or more of the sweetening 
ingredients specified in paragraph (b) 
of this section are added to the canned 
orange juice, the label shall bear the
statement “______1 added”, the blank
being filled in with the name or an ap­
propriate combination of the names of 
the sweetening ingredients used. How­
ever, for the purpose of this section, the 
name “sweetener” may be used in lieu 
of the specific name or names of the 
sweetening ingredients.

(e) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the statement spec­
ified in this section for naming the op­
tional ingredients used shall immediately 
and conspicuously precede or follow the 
name of the food, without intervening* 
written, printed, or graphic matter.
§ 146.145 Orange juice from concen­

trate.
(a) Orange juice from concentrate is 

the food prepared by mixing water with 
frozen concentrated orange juice as de­
fined in § 146.146 or with concentrated 
orange juice for manufacturing as de­
fined in § 146.153 (when made from 
mature oranges), or both. To such mix­
ture may be added orange juice as de­
fined in § 146.135, frozen orange juice as 
defined in § 146.137, pasteurized orange 
juice as defined in § 146.140, orange juice 
for manufacturing as defined in § 146.151 
(when made from mature oranges and 
preserved by chilling or freezing but not 
by canning), orange oil, orange pulp, and 
one or more of the sweetening ingredi­
ents listed in paragraph (b) of this sec­
tion. The finished orange juice from con­
centrate contains not less than 11.8 per­
cent orange juice soluble solids, exclusive 
of solids of any added optional sweeten­
ing ingredients. I t  may be so treated by 
heat as to reduce substantially the en­
zymatic activity and the number of 
viable microorganisms.

(b) The sweetening ingredients re­
ferred to in paragraph (a) of this section 
are sugar, sugar sirup, invert sugar, in­
vert sugar sirup, dextrose, com sirup, 
dried corn sirup, glucose sirup, dried 
glucose sirup.

(c) The name of the food is “Orange 
juice from concentrate”. The words 
“from concentrate” shall be shown in 
letters not less than one-half the height 
of the letters in the words “orange juice”.

(d) When orange juice from concen­
trate contains any optional sweetening 
ingredient as listed in paragraph (b) of 
this section, whether added directly as 
such or indirectly as an added ingredient 
of any orange juice product used, the 
label shall bear the statement “----------

added”, the blank being filled in with the 
name or an appropriate combination of 
the names of the sweetening ingredients 
added. However, for the purposes of 
tills section the name “sweetener” may be 
used in lieu of the specific name or 
names of the sweetening ingredients.

(e) Wherever the name of the food 
appears on the label so conspicuously 
as to be easily seen under customary 
conditions of purchase, the statements 
specified in this section for naming the 
optional ingredients used shall immedi­
ately and conspicuously precede or follow 
the name of the food, without interven­
ing written, printed, or graphic matter.
§ 146.146 Frozen concentrated orange 

juice.
(a) Frozen concentrated orange juice 

is the food prepared by removing water 
from the juice of mature oranges as pro­
vided in § 146.135, to which juice may be 
added unfermented juice obtained from 
mature oranges of the species Citrus re­
ticulata, or hybrids thereof, or of Citrus . 
aurantium, or both. However, in the 
unconcentrated blend the volume of juice 
from Citrus reticulata shall not exceed 
10 percent and from Citrus aurantium 
shall not exceed 5 percent. The concen­
trate so obtained is frozen. In its prep­
aration, seeds (except embryonic seeds 
and small fragments of seeds that cannot 
be separated by good manufacturing 
practice) and excess pulp are removed, 
and a properly prepared water extract of 
the excess pulp so removed may be added. 
Orange oil, orange pulp, orange essence 
(obtained from orange juice), orange 
juice and other orange juice concen­
trate as provided in this section or 
concentrated orange juice for manu­
facturing provided in § 146.153 (when 
made from mature oranges), water, and 
one or more of the optional sweeten­
ing ingredients specified in paragraph
(b) of this section may be added to 
adjust the final composition. The juice 
of Citrus reticulata and Citrus auran­
tium, as permitted by this paragraph, 
may be added in single strength or 
concentrated form prior to concentra­
tion of the Citrus sinensis juice, or in 
concentrated form during adjustment of 
the composition of the finished food. 
The addition of concentrated juice from 
Citrus reticulata or Citrus aurantium, or 
both, shall not exceed, on a single­
strength basis, the 10 percent maximum 
for Citrus reticulata and the 5 percent 
maximum for Citrus aurantium pre­
scribed by this paragraph. Any of the 
ingredients of the finished concentrate 
may have been so treated by heat as to 
reduce substantially the enzymatic ac­
tivity and the number of viable micro­
organisms. The finished food is of such 
concentration that when diluted accord­
ing to label directions the diluted article 
will contain not less than 11.8 percent by 
weight of orange juice soluble solids, 
exclusive of the solids of any added op­
tional sweetening ingredients. The dilu­
tion ratio shall be not less than 3 plus 1. 
For the purposes of this section and 
§ 146.150, the term “dilution ratio” means 
the whole number of volumes of water 
per volume of frozen concentrate re-

FEDERAL REGISTER, V O L 42, NO. 50— TUESDAY, MARCH 15, 1977



RULES AND REGULATIONS 14439
quired to produce orange juice from 
concentrate having orange juice soluble 
solids of not less than 11.8 percent by 
weight exclusive of the solids of any 
added optional sweetening ingredients.

(b> The optional sweetening ingre­
dients referred to in paragraph (a) 
of this section are sugar, sugar sirup, 
invert sugar, invert sugar sirup, dextrose, 
com sirup, dried com sirup, glucose 
sirup, and dried glucose simp.

(c) If one or more of the sweetening 
ingredients specified in paragraph (b) 
of this section are added to the frozen 
concentrated orange juice, the label shall
bear the statement “_________added”,
the blank being filled in with the name 
or an appropriate combination of names 
of the sweetening ingredients used. 
However, for the purpose of this section, 
the name “sweetener” may be used in 
lieu of the specific name or names of the 
sweetening ingredients.

(d) The name of the food concen­
trated to a dilution ratio of 3 plus 1 is 
“frozen concentrated orange juice” or 
“frozen orange juice concentrate”. The 
name of the food concentrated to a dilu­
tion ratio greater than 3 plus 1 is “frozen
concentrated orange juice,_______plus
1” or “frozen orange juice concentrate,
__ _____plus 1”, the blank being filled
in with the whole number showing the 
dilution ratio; for example, “frozen 
orange juice concentrate, 4 plus 1”. 
However, where the label bears direc­
tions for making 1 quart of orange juice 
from concentrate (or multiples of a 
quart), the blank in the name may be 
filled in with a mixed number; for ex­
ample, “frozen orange juice concentrate, 
41/3 plus 1”. For containers larger than 
1 pint, the dilution ratio in the name 
may be replaced by the concentration 
of orange juice soluble solids in degrees 
Brix; for example, a 62° Brix concen­
trate in 3%-gallon cans may be named 
on the label “frozen concentrated orange 
juice, 62° Brix”.

(e) Wherever the name of the food 
appears on the label so conspicuously as 
to be easiiy seen under customary con­
ditions of purchase, the statements 
specified in this section for naming the 
optional ingredients used shall immedi­
ately and conspicuously precede or fol­
low the name of the food, without inter­
vening written, printed, or graphic 
matter.

(f) Nothing in this section is intended 
to interfere with the adoption and en­
forcement by any State, in regulating 
the production of frozen concentrated 
orange juice in such State, of State 
standards, consistent with this section, 
but which impose higher or more restric­
tive requirements than those set forth 
in this section.
§ 146.150 Canned concentrated orange 

juice.
(a) Canned concentrated orange juice 

complies with the requirements for 
composition, definition of dilution ratio, 
and labeling of optional ingredients pre­
scribed for frozen concentrated orange 
juice by § 146.146, except that it is not 
frozen and it is sealed in containers and

so processed- by heat, either before or 
after sealing, as to prevent spoilage.

(b) The name of the food when con­
centrated to a dilution ratio of 3 plus 1 is 
“Canned concentrated orange juice” or 
“Canned orange juice concentrate”. 
The name of the food when concentrated 
to a dilution ratio greater than 3 plus 1 
is “Canned concentrated orange juice,
----------------plus 1” or “Canned orange
juice concentrate,_______plus 1”, the
blank being filled in with the whole 
number showing the dilution ratio; for 
example, “Canned orange juice concen­
trate, 4 plus 1”. However, where the 
label bears directions for making 1 quart 
of single-strength diluted product (or 
multiples of a quart) the blank In the 
name may be filled in with a mixed num­
ber; for example, “Canned orange juice 
concentrate, 4y3 plus 1”. For containers 
larger than 1 pint, the dilution ratio in 
the name may be replaced by the con­
centration of orange juice soluble solids 
in degrees Brix; for example, a  62° Brix 
concentrate in 1-gallon cans may be 
named on the label “canned concen­
trated orange juice, 62° Brix”. If the food 
does not purport to be frozen concen­
trated orange juice, the word “canned” 
may be omitted from the name.
§ 146.151 Orange juice for manufactur­

ing.
(a) Orange juice for manufacturing 

is the food prepared for further manu­
facturing use. I t  is prepared from un­
fermented juice obtained from oranges 
as provided in § 146.135, except that the 
oranges may deviate from the standards 
for maturity in that they are below the 
minimum for Brix and Brix-acid ratio 
for such oranges, and to which juice may 
be added not more than 10 percent by 
volume of the unfermented juice ob­
tained from oranges of the species Citrus 
reticulata or the hybrids thereof. Seeds 
(except embryonic seeds and small frag­
ments of seeds that cannot be separated 
by good manufacturing practice) are re­
moved, and pulp and orange oil may be 
adjusted in accordance with good man­
ufacturing practice. If pulp is added it 
shall be other than washed or spent- 
pulp. The juice or portions thereof may 
be so treated by heat as to reduce sub­
stantially the enzymatic activity and 
number of viable microorganisms, and 
it may be chilled or frozen, or it may be 
so treated by heat, either before or after 
sealing in containers, as to prevent 
spoilage.

(b) The name of the food is “Orange 
juice for manufacturing”.
§ 146.152 Orange juice with preserva­

tive.
(a) Orange juice with preservative is 

the food prepared for further manufac­
turing use. I t  complies with the re­
quirements for composition of orange 
juice for manufacturing as provided for 
in § 146.151, except that a preservative is 
added to inhibit spoilage. I t  may be 
heat-treated to reduce substantially the 
enzymatic activity and the number of 
viable microorganisms.

(b) The preservatives referred to in 
paragraph (a) of this section are sodium 
benzoate and sorbic acid. Sodium benzo­
ate or sorbic acid may be used in an 
amount not exceeding 0.2 percent by 
weight.

(c) The name of the food is “Orange 
juice with preservative”.

(d) The label shall bear the statement
“-----------------added as a preservative”,
the first blank being filled in with the 
percent by weight of the preservative 
used and the second blank by the name 
“sorbic acid” or “sodium benzoate” (or 
“benzoate of soda”) , as appropriate.

(e) Wherever the name of the food 
appears cm the label so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the statement speci­
fied in paragraph (d) of this section for 
naming the preservative ingredient used 
shall immediately and conspicuously 
precede or follow the name of the food, 
without intervening written, printed, or 
graphic matter.
§ 146.153 Concentrated orange juice for 

manufacturing.
(a) Concentrated orange juice for 

manufacturing is the food that complies 
with the requirements for composition 
and labeling of optional ingredients pre­
scribed for frozen concentrated orange 
juice by § 146.146, except that it is either 
not frozen, or i t  is less concentrated, or 
both, and the oranges from which the 
juice is obtained may deviate from the 
standards for maturity in that they are 
below the minima for Brix and Brix- 
acid ratio for such oranges: Provided, 
however, That the concentration of 
orange juice soluble solids is not less 
than 20° Brix.

(b) The name of the food is “Concen­
trated orange juice for manufacturing,
— --------- ” or “------------- orange juice
concentrate for manufacturing”, the 
blank being filled in with the figure 
showing the concentration of orange 
juice soluble solids in degrees Brix.
§ 146.154 Concentrated orange juice 

with preservative.
(a) Concentrated orange juice with 

preservative complies with the require­
ments for composition and la-heUng of 
optional ingredients prescribed for con­
centrated orange juice for manufactur­
ing by § 146.153, except that a preserva­
tive is added to inhibit spoilage.

(b) The preservatives referred to in 
paragraph (a) of this section are sodium 
benzoate and sorbic acid. Sodium ben­
zoate or sorbic acid may be used in an 
amount not exceeding 0.2 percent, by 
weight.

(c) The name of the food is “Concen­
trated orange juice with preservative,

the blank being filled in 
with the figure showing the concentra­
tion of orange juice soluble solids in 
degrees Brix.

(d) The label shall bear the state­
ment “-------------- added as a preserva­
tive”, the first blank being filled in wittj 
the percent by weight of the preserva­
tive used and the second blank by the 
name “sorbic acid” or “sodium benzoate” 
(or “benzoate of soda”), as appropriate.
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(e) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the statement specified 
in paragraph (d) of this section for 
naming the preservative ingredient used 
shall immediately and conspicuously 
precede or follow the name of the food, 
without intervening written, printed, or 
graphic matter.
§ 146.155 Orange juice drink.

(a) Orange juice drink is the beverage 
prepared by adding water to one or more 
of the unfermented orange juice ingredi­
ents which are specified in paragraph (b) 
of this section and which are used in 
quantities as indicated by paragraph
(d) (2) of this section. One or more of 
the safe and suitable ingredients speci­
fied in paragraph (c) of this section may 
be added to the beverage. Vitamin C shall 
be added in a quantity which will ensure 
that the total vitamin C in each 6 fluid 
ounces of the finished beverage amounts 
to 60 milligrams. Orange juice drink may 
be preserved by freezing; by refrigerat­
ing; by heating to reduce substantially 
the enzymatic activity and the number 
of viable microorganisms; by sealing in 
containers and, either before or after 
sealing, heating to prevent spoilage; or 
by adding a preservative. For the pur­
poses of this section orange juice drink 
contains less than 70 percent but not less 
than 35 percent equivalent single 
strength orange juice calculated as pre­
scribed by paragraph (d) (2) of this sec­
tion. This requirement is considered to 
have been met if the content of orange 
juice soluble solids (exclusive of soluble 
solids other than orange juice soluble 
solids), amounts to less than 8.26 per­
cent but not less than 4.13 percent“ by 
weight of the finished beverage. The 
weight of the total solids is not less than 
12 percent of the weight of the finished 
beverage.

(b) The classes of unfermented orange 
juice ingredients referred to in para­
graph (a) of this section are :

(1) Orange juice products defined in
§§ 146.135, 146.137, 146.140, 146.141,
146.145, 146.146, 146.150, 146.151, 146.152, 
146.153, and 146.154 subject to the re­
striction that those defined in §§ 146.152 
and 146.154 are used only in preparing 
orange juice drink which contains an 
added preservative as provided for in 
paragraph (a) of this section and that 
orange juice products so processed by 
heat as to prevent spoilage are used only 
in the canned form of the orange juice 
drink.

(2) Dehydrated orange juice made 
from oranges of the species Citrus 
sinensis.

(3) Water-extracted soluble orange 
solids as defined in § 146.168.

(4) Dehydrated water-extracted solu­
ble orange solids as defined in 9 146.169.

(5) Comminuted oranges as defined in 
§ 146.170.

(6) Dehydrated comminuted oranges 
as defined in § 146.171.

(7) Extract of comminuted oranges 
as defined in § 146.172.

(8) Dehydrated extract of commi­
nuted oranges as defined in 9 146.175.

(9) Pulpy orange juice for manufac-
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turing or juicy orange pulp for manu­
facturing as defined in 9 146.176.

CIO) Dehydrated pulpy orange juice 
for manufacturing or dehydrated juicy 
orange pulp for manufacturing as de­
fined in 9 146.177.

(11) Orange juice ingredients which 
conform to the compositional require­
ments of any one of the classes of orange 
juice ingredients described in paragraph
(c) (1) through (10) of this section, ex­
cept that the oranges from which they 
are made are oranges of “the species 
Citrus reticulata, Citrus aurantum, hy­
brids thereof, or hybrids of the species 
Citrus sinensis.

(c) The safe and suitable ingredients 
provided for in paragraph (a) of this 
section that may be added to orange 
juice drink are one or more of the 
following:

(1) Nutritive sweeteners. *
(2) Organic acids.
(3) Thickeners.
(4) Stabilizers.
(5) Clouding agents.
(6) Emulsifiers.
(7) Buffers.
(8) Orange pulp.
(9) Orange peel.
(10) Natural and artificial flavors.
(11) Natural and artificial colors.
(12) Preservatives.

For the purposes of this paragraph, an 
ingredient may be used in orange juice 
drink in such proportion as reasonably 
necessary to accomplish its intended ef­
fect. The ingredients of this paragraph 
are considered safe if they are not food 
additives or color additives 'within the 
meaning of section 201 (s) or (t) of the 
Federal Food, Drug, and Cosmetic Act 
or if they are food additives or color addi­
tives as so defined and are used in con­
formity with regulations established 
pursuant to section 409 or 706 of the act.

(d) (1) The name of the beverage con­
sists of the following two phrases which 
shall appear together:

(i) The words “Orange juice drink” 
which shall be printed on a single line 
and shall all be in type of the same size 
and style.

(ii) The words “Containing — _ per­
cent orange juice” which shall have the 
blank filled in with the number 35 or a 
number which is a multiple of 5 higher 
than 35 but not higher than 65 or greater 
than the percentage of equivalent single 
strength orange juice in the finished 
beverage. The word “Containing” may 
be on the line below “orange juice drink”.
The words “___ percent orange juice”
shall all be on the line below “Contain­
ing” and shall be in bold condensed caps 
in letters all of the same size, the height 
of which is not less than :

(a) 12-point type if the container in 
which it is sold contains less than 16 
ounces of the finished beverage and 14- 
point type it the container in which it is 
sold contains 16 ounces or more of the 
finished beverage; or

(b) One-half the height of the 
largest letters in which the word “juice” 
or “orange” appears anywhere on the 
labeling either directly or indirectly, such 
as by appearing as another form or 
derivative thereof or by the word

“juice” or “orange” or any form or deriv­
ative thereof appearing as a part of a 
compound or fanciful word or name, or 
otherwise; whichever is the larger. All 
of the words in the name shall be in the 
same color type and on the same color 
contrasting background. If the beverage 
is preserved by freezing, the name shall 
be preceded by the word “frozen”. If 
refrigeration is required to preserve the 
beverage the words “Keep refrigerated” 
shall appear on the principal display 
panel.

(2) The percentage of orange juice in 
the finished beverage is determined by 
adding the weight of orange juice solu­
ble solids (exclusive of the weight of 
soluble solids other than orange juice 
soluble solids) contributed to the finished 
beverage by each of the added orange 
juice ingredients and dividing the sum of 
those weights by the product obtained by 
multiplying 11.8 percent by the total 
weight of the finished beverage. For the 
purpose of calculating the percentage of 
orange juice that shall be declared on the 
label, if the sum of the weights of the 
orange juice soluble solids contributed 
to the finished beverage by the orange 
juice ingredients described in paragraph
(b) (3) through (11) of this section ex­
ceeds 1.18 percent of the weight of the 
finished beverage, then only so much of 
the sum of those weights as equals 1.18 
percent of the weight of the finished 
beverage shall be counted as orange juice. 
The remaining orange juice soluble 
solids declared on t-he label must be con­
tributed by one or more of the orange 
juice ingredients described in paragraph
(b) (1) or (2) of this section.

(e) The common name of each of the 
ingredients used shall be declared on 
the label as required by the applicable 
sections of Part 101 of this chapter, and 
the vitamin C shall be declared as such 
in conformity with the requirements 
prescribed in the regulations established 
pursuant to section 403(j) of the act 
except th a t:

(1) If an orange juice product or prod­
ucts provided for in paragraph (b) (1) 
and (2) of this section is used, the words 
“orange juice” may be used in lieu of 
the common or usual name of the orange 
juice product provided for by the applica­
ble section.

(2) If an orange juice ingredient or 
ingredients provided for in paragraph
(b) (3) through (11) is used, the words 
“orange component” may be used in lieu 
of the common or usual name of the 
orange juice ingredient provided for by 
the applicable section.

(3) If sugar (sucrose) or invert sugar 
is used the term “sweetener” may be 
used, and if the sweetener is derived from 
com the term “corn sweetener” may be 
used. _
Further, the declaration of the ingredi­
ents on the label as set out in this para­
graph shall appear in letters not less 
than one-half of that required by § 101.- 
105 of this chapter for the declaration of 
net quantity of contents.

Note.—§ 146.155 (formerly § 27.158) was 
stayed in its entirety at 38 FR 6969, Mar. 14, 
1973.
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§ 146.156 Concentrate for orange juice 
drink.

Concentrate for orange, juice drink is 
the beverage concentrate which, when 
diluted according to label directions, con­
forms to all of the requirements for com­
position and labeling prescribed by 
§ 146.155 for orange juice drink except 
that:

(a) The name of the concentrated 
beverage base consists of the following 
two phrases which shall appear together:

(1) The words “Concentrate for”
which shall be on a single line immedi­
ately above the words “Orange juice 
drink”. \

(2) The words “Containing___ per­
cent orange juice” which shall have the 
blank filled in with the number 35 or a 
number which is a multiple of 5 higher 
than 35 but hot higher than 65 or greater 
than the percentage of equivalent single 
strength orange juice in the beverage 
made by diluting the beverage concen­
trate as directed on the label.

(b) The dilution ratio of the beverage 
shall be not less than 3 plus 1. For the 
purpose of this section the '‘dilution 
ratio” is the whole number of volumes of 
water per volume of concentrate for 
orange juice drink required to produce 
orange juice drink conforming to the re­
quirements for composition prescribed by 
§ 146.155.

Note.—§ J46.156 (formerly § 27.159) was 
stayed in its entirety at 38 FR 6969, Mar. 14, 
1973.
§ 146.158 Powdered orange juice drink.

Powdered orange juice drink is the 
dehydrated beverage base which, when 
reconstituted according to label direc­
tions, conforms to all of the requirements 
for composition and labeling as pre­
scribed by § 146.155 for orange juice 
drink except that:

(a) The name of the beverage base 
consists of the following two phrases 
which shall appear together:

(1) The word “Powdered” or any ap­
propriate descriptive word used in lieu 
of the word “Powdered” which shall be 
on a line immediately above the words 
“Orange juice drink”.

(2) The words “Containing per­
cent orange juice” which shall have the 
blank filled in with the number 35 or a 
number which is a multiple of 5 higher 
than 35 but not higher than 65 or greater 
than the percentage of equivalent single 
strength orange juice in the beverage 
made by reconstituting the powdered 
base as directed on the label.

(b) Safe and suitable anticaking 
agents, foaming agents, browning in­
hibitors, and drying agents may be 
added.

Note.—§ 146.158 (formerly § 27.160) was 
stayed in its entirety at 38 FR 6969, Mar. 14, 
1973.

§ 146.159 Orange juice drink blend.
Orange juice drink blend is the bev­

erage that conforms to all of the require­
ments for composition and labeling pre­
scribed by § 146.155 for orange juice 
drink, except that:

(a) It is prepared by adding wafer to 
a blend of the orange juice ingredients 
set forth in § 146.155(b) and derived 
from fruit grown in two or more geo­
graphic orange producing regions with a 
minimum of 20 percent of the orange 
juice soluble solids derived from fruit 
grown in any one producing region. 
Orange juice soluble solids derived from 
the orange juice ingredients set forth in 
§ 146.155(b) (3) to (11) are not counted 
toward the above requirement for the 
minimum of 20 percent of the orange 
juice soluble solids to be derived from 
fruit grown in any one producing re­
gion but may be added in quantities as 
indicated in § 146.155(d) (2).

(b) I t  contains less than 95 percent 
but not less than 70 percent equivalent 
single strength orange juiqe calculated 
as indicated in § 146.155(d) (2). This re­
quirement is considered to have been 
met if the content of orange juice solu­
ble solids (exclusive of soluble solids 
other than orange juice soluble solids) 
amounts to less than 11.2 percent but 
not less than 8.26 percent by weight of 
the finished beverage.

(c) Thickeners, stabilizers, clouding 
agents, emulsifiers, and buffers may not 
be added to orange juice drink blend.

(d) The name of the beverage con­
sists of the following two phrases which 
shall appear together:

(1) The words “Orange juice drink 
blend” which shall be printed on a single 
line.

(2) The words “Containing___ per­
cent orange juice” which shall have the 
blank filled in with the number 70 or a 
number which is a multiple of 5 higher 
than 70 but not higher than 95 or greater 
than the percentage of equivalent single 
strength orange juice in the beverage.

Note.—§ 146.159 (formerly §27.161) was 
stayed in its entirety at 38 FR 6969, Mar. 14, 
1973.
§ 146.160 Powdered orange juice drink 

blend.
Powdered orange juice drink blend is 

the dehydrated beverage base which, 
when reconstituted according to label 
directions, conforms to all of the re­
quirements for composition and labeling 
prescribed by § 146.159 for orange juice 
drink blend except that:

(a) The name of the beverage base 
consists of the following two phrases 
which shall appear together:

(1) The word “Powdered” or any ap­
propriate descriptive word used in lieu 
of the word “Powdered” which shall be 
on a line immediately above the words 
“Orange juice drink blend”.

(2) The words “Containing _____ per­
cent orange juice” which shall have the 
blank filled in with thé number 70 or a 
number which is a multiple of 5 higher 
than 70 but not higher than 95 or greater 
than the percentage of equivalent single 
strength orange juice contained in a 
beverage made by reconstituting the 
powdered base as directed on the label.

(b) Safe and suitable anticaking 
agents, foaming agents, browning in­
hibitors, and drying agents may be 
added.

Note.—§ 146.160 (fo rm er ly  §2 7 .1 6 2 ) w as  
s ta y e d  In  i t s  e n t ir e ty  a t  38 F R  6969, M ar. 14, 
1973.

§ 1 4 6 .1 6 1  Orange drink.
Orange drink is the beverage that con­

forms to all of the requirements for com­
position and labeling prescribed by 
§ 146.155 for orange juice drink except 
that:

(a) It contains less than 35 percent 
but not less than 10 percent equivalent 
single strength orange juice calculated 
as set forth in § 146.155(d) (2). This re­
quirement is considered to have been 
met if the content of orange juice soluble 
solids (exclusive of soluble solids other 
than orange juice soluble solids) amounts 
to less than 4.13 percent but not less than 
1.18 percent by weight of the finished 
beverage.

(b) The minimum orange juice solu­
ble solids requirement of 1.18 percent for 
orange drink may be contributed solely 
by one or more of the orange juice in­
gredients described in § 146.155(b) (3) 
through (11). The remaining orange 
juice soluble solids declared on the label, 
if more than 10 percent is declared, must 
be contributed by one or more of the 
orange juice ingredients described in 
§ 146.155(b) (1) and (2).

(c) The weight of the total soluble 
solids is not less than 10 percent by 
weight of the finished beverage.

(d) The name of the beverage con­
sists of the following two phrases which 
shall appear together:

(1) The words “Orange drink” which 
shall be printed on a single line,

(2) The words “Containing ____ per­
cent orange juice” which shall have the 
blank filled in with the number 10 or a 
number which is a multiple of 5 higher 
than 10 but not higher than 30 or greater 
than the percentage of equivalent single 
strength orange juice contained in the 
finished beverage.

Note.— § 146.161 (fo rm er ly  § 27.163) was 
s ta y e d  in  i t s  e n t ir e ty  a t  38 F R  6969, Mar. 14, 
1973.

§ 146.163 Concentrate for orange drink.
Concentrate for orange drink is the 

beverage concentrate which, when di­
luted according to label directions, con­
forms to all of the requirements for com­
position and labeling prescribed by 
§ 146.161 for orange drink except that:

(a) The name of the concentrated 
beverage base consists of the following 
two phrases which shall appear together:

(1) The words “Concentrate for” 
which shall be on a single line immedi­
ately above the words “Orange drink”.

(2) The words “Containing___ per­
cent orange juice” which shall have the 
blank filled in with the number 10 or a 
number which is a multiple of 5 higher 
than 10 but not higher than 30 or greater 
than the percentage of equivalent single 
strength orange juice in the beverage 
made by diluting the beverage concen­
trate as directed on the label.

(b) The dilution ratio of the beverage 
shall be not less than 3 plus 1. For the 
purposes of this section, the “dilution 
ratio” is the whole number of volumes
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of water per volume of concentrate for 
orange drink required to produce orange 
drink conforming to the requirements 
for composition prescribed by § 146.161.

Note.—§ 146.163 (formerly § 27.164) was 
stayed. In its entirety at 38 FR 6969, Mar. 14, 
1973.
§ 146.164 Powdered orange drink.

Powdered orange drink is the dehy­
drated beverage base which, when re­
constituted according to label directions, 
conforms to all of the requirements for 
composition and labeling prescribed by 
§ 146.161 for orange drink except that:

(a) The name of the beverage base 
consists of the following two phrases 
which shall appear together :

(1) The word “Powdered” or any ap­
propriate descriptive word used in lieu of 
the word “Powdered” which shall be on 
a line immediately above the words 
“Orange drink”.

(2) The words “Containing------per­
m i t  orange juice” which shall have the 
blank filled in with the number 10 or a 
number which is a multiple of 5 higher 
than 10 but not higher than 30 or greater 
than the percentage of equivalent single 
strength orange juice in a beverage 
made by reconstituting the powdered 
base as directed on the label.

(b) Safe and suitable anticaking 
agents, foaming agents, browning in­
hibitors, and drying agents may be 
added.

Note.—§ 146.164 (formerly §27.165) was 
stayed in its  entirety at 38 FR 6969, Mm . 14, 
1973.
§ 146.165 Orange flavored drink.

Orange flavored drink is the beverage 
that conforms to all of the requirements 
for composition and labeling prescribed 
by § 146.155 for orange juice drink ex­
cept that:

(a) I t  contains less than 10 percent 
but more than 0 percent equivalent 
single strength orange juice calculated 
as set forth in § 146.155(d) (2) of this 
chapter. This requirement is considered 
to have been met if the content of orange 
juice soluble solids (exclusive of soluble 
solids other than orange juice soluble 
solids) amounts to less than 1.18 percent 
but more than 0 percent by weight of 
the finished beverage.

(b) The orange juice soluble solids 
requirements for orange flavored drink 
may be contributed solely by one or more 
of the orange juice ingredients described 
in § 146.155(b) (1) through (11).

(c) The weight of the total soluble 
solids is not less than 10 percent by 
weight of the finished beverage.

(d) The name of the beverage con­
sists of the following two phrases which 
shall appear together:

(1) The words “Orange flavored 
drink” which shall be printed on a single 
line.

(2) The words “Containing___ per­
cent orange juice” which shall have the 
blank filled In with the words ‘less than 
2” if the beverage contains less than 2 
percent but more than 0 percent orange 
juice or with the number 2 or a number 
which is a multiple of 2 higher than 2 
but not higher than 8 or greater than the

percentage of equivalent single strength 
orange juice contained in the finished 
beverage.

Note.—§ 146.165 (formerly § 27.166) was 
stayed In its entirety at 38 FR 6969, Mar. 14, 
1973.
§ 146.166 Concentrate for orange fla­

vored drink.
Concentrate for orange flavored drink 

is the beverage concentrate which, when 
diluted according to label directions, con­
forms to all of the requirements for 
composition and labeling prescribed by 
§ 146.165 for orange flavored drink ex­
cept that:

(a) The name of the concentrated 
beverage base consists of the following 
two phrases which shall appear together:

(1) The words “Concentrate for” 
which shall be on a single line immedi­
ately above the words “Orange flavored 
drink”.

(2) The words “Containing___ per­
cent orange juice” which shall have the 
blank filled in with the words “less than 
2” or with the number 2 or a number 
which is a multiple of 2 higher than 2 
but not higher than 8 or greater than 
the percentage of equivalent single 
strength orange juice in a beverage made 
by diluting the beverage concentrate as 
directed on the label.

(b) The dilution ratio1 of the beverage 
shall not be less than 3 plus 1. For the 
purpose of this section the “dilution 
ratio” is the whole number of volumes of 
water per volume of concentrate for 
orange flavored drink required to pro­
duce orange flavored drink conforming 
to the requirements for composition 
prescribed by § 146.165.

N ote.—§ 146.166 (formerly § 27.167) was 
stayed in its entirety at 38 FR 6969, Mar. 14, 
1973.
§ 146.167 Powdered orange flavored 

drink.
Powdered orange flavored drink is the 

dehydrated beverage base which when 
reconstituted according to label direc­
tions conforms to all of the requirements 
for composition and labeling as pre­
scribed by § 146.165 for orange flavored 
drink except that:

(a) The name of the beverage base 
consists of the following two phrases 
which shall appear together:

(1) The word “Powdered” or any ap­
propriate descriptive word used in lieu of 
the word “Powdered” which shall be on a 
line immediately above the words 
“Orange flavored drink”.

(2) The words “Containing___ per­
cent orange juice” which shall have the 
blank filled in with the words “less than 
2” or with the number 2 or a number 
which is a multiple of 2 higher than 2 
but not higher than 8 or greater than the 
percentage of equivalent single strength 
orange juice in a beverage made by re­
constituting the powdered base as di­
rected on the label.

(b) Safe and suitable anticaking 
agents, foaming agents, browning inhib­
itors, and drying agents may be added.

Note: § 146.167 (formerly § 27.168) was 
stayed in Its entirety at 38 FR 6969, Mar. 14, 
1973.

§ 146.168 Water-extracted soluble or­
ange solids.

(a) Water-extracted soluble orange 
solids is the food prepared for further 
manufacturing use from the unfer­
mented excess pulp removed during the 
production of one or more of the orange 
juice products provided for in §§ 146.135, 
146.137, 146.140, 146.141, 146.145, 146.146, 
146.150, 146.151, 146.152, 146.153, and 
146.154. The orange juice adhering to the 
excess pulp is extracted from the excess 
pulp in the presence of water. Seeds (ex­
cept embryonic seeds and small frag­
ments of seeds that cannot be separated 
by good manufacturing practice) and 
part of the spent pulp are removed. 
Water may be removed. The food may be 
preserved by'freezing; by refrigerating: 
by adding a safe and suitable optional 
preservative ingredient; by heating to re­
duce substantially the enzymatic activity 
and the number of viable microorga­
nisms; or by heating, either before or 
after sealing in containers, to prevent 
spoilage. .

(b) An optional ingredient is con­
sidered to be safe if it is not a food addi­
tive as defined in section 201 (s) of the 
Federal Food, Drug, and Cosmetic Act, 
or if it is a food additive as so defined 
and is used in conformity with regula­
tions established pursuant to section 409 
of the act.

(c) The name of the food is “water- 
extracted soluble orange solids _* 
Brix”, the blank being filled in with the 
figure showing the percent by weight of 
total soluble orange solids in the food ex­
pressed in degrees Brix. However, if the 
food is concentrated to 20° Brix or more, 
the word “concentrated” shall precede 
the name of the food.

(d) If one or more of the optional 
preservative ingredients are added, the
label shall bear the statement “------—
___ added as a preservative”, the blank
being filled in with the name of the 
preservative.

(e) For the purpose of calculating the 
percentage of orange juice in a beverage 
to which this food is added as an op­
tional orange juice ingredient use the 
weight of only the soluble portion of this 
food in calculating the percentage of 
orange juice soluble solids that may be 
contributed to the beverage by this food.

Note.—§ 146.168 (formerly § 27.150) was 
stayed in its entirety at 38 FR 6969, Mar. 14, 
1973.
§ 146.169 Dehydrated water-extracted 

soluble orange solids.
(a) Dehydrated water-extracted solu­

ble orange solids is the dehydrated food 
for further manufacturing use prepared 
by removing water from water-extracted 
soluble orange solids as defined in 
§ 146.168. Orange essence and orange oil 
may be added. I t  may contain one or 
more of the safe and suitable ingredients 
specified in paragraph (b) of this sec­
tion. The moisture content is not greater 
than 7 percent of the weight of the fin­
ished food. I t  may be refrigerated or 
frozen.

(b) The optional ingredients suitable 
for use In the dehydrated food are the 
following:
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(1) Anticaking agents.
(2) Antioxidants.
(3) Foaming agents.
(4) Browning inhibitors.
(5) Drying agents.

For the purposes of this section, an op­
tional ingredient is considered to be safe 
when it complies with the requirements 
of § 146.168(b). ,

(c) The common name of each of the 
ingredients used shall be declared on the 
label as required by the applicable sec­
tions of Part 101 of this chapter and shall 
appear in letters not less than one-half 
the size required by § 101.105 of this 
chapter for the declaration of net 
quantity of contents.

(d) The name of the food is “Dehy­
drated water-extracted soluble orange 
solids”.

(e) For the purpose of calculating the 
percentage of orange juice in a beverage 
to which this food is added as an op­
tional orange juice ingredient, use only 
the weight of the soluble portion of the 
food in calculating the percentage of 
orange juice soluble solids that may be 
contributed to the beverage by this food.

Note.—§ 146.169 (formerly §27.151) was 
stayed in its entirety at 38 FR 6969, Mar. 14, 
1973.
§ 146.170 Comminuted oranges.

(a) Comminuted oranges is the food 
puree for further manufacturing use 
prepared by comminuting whole mature 
oranges of the species Citrus sinensis. 
The amount of orange oil may be ad­
justed in accordance with good manu­
facturing practice. Orange essence may 
be added. The food may be preserved by. 
freezing; by refrigerating; by adding a 
safe and suitable preservative; by heat­
ing to reduce substantially the enzy­
matic activity and the number of viable 
microorganisms; or by heating, either 
before or after sealing in containers, to 
prevent spoilage.

(b) For the purposes of this section, 
a preservative is considered to be safe 
when it complies with the requirements 
of § 146.168(b).

(c) The name of the food is “Com­
minuted oranges______percent Brix”,
the blank being filled in with the figure 
showing the percent by weight of total 
soluble orange solids in the food ex­
pressed in degrees Brix.

(d) If a preservative is added the label
shall bear the statement “_____added
as a preservative”, the blank being filled 
in with the name of the preservative.

(e) For the purpose of calculating the 
percentage of orange juice in a beverage 
to which this food is added as an op­
tional orange juice ingredient, use only 
the weight of the soluble portion of the 
food in calculating the percentage of 
orange juice soluble solids that may be 
contributed to the beverage by this food.

Note.—§ 146.170 (formerly § 27.152) was 
stayed in its entirety at 38 FR 6969, Mar. 14, 
1973.
§ 146.171 Dehydrated comminuted or­

anges.
(a) Dehydrated comminuted oranges 

Is the dehydrated food for further manu­

facturing use prepared by removing 
water from comminuted oranges as de­
fined in § 146.170. The food complies 
with the requirements for composition 
and labeling of optional ingredients pre­
scribed for dehydrated water-extracted 
soluble orange solids by § 146.169, except 
that it is made from comminuted oranges 
as defined in § 146.170 and except that 
the moisture content is not greater than 
10 percent of the weight of the finished 
food.

(b) The name of the food is “Dehy­
drated comminuted oranges”.

(c) For the purpose of calculating the 
percentage of orange juice in a beverage 
to which this food is added as an optional 
orange juice ingredient, use only the 
weight of the soluble portion of the food 
in calculating the percentage orange 
juice soluble solids that may be con­
tributed to the beverage by this food.

Note.—§ 146.171 (formerly § 27.158) was 
stayed in its entirety at 38 FR 6969, Mar. 14, 
1973.
§ 146.172 Extract o f  comminuted  

oranges.
(a) Extract of comminuted oranges is 

the liquid food prepared for further 
manufacturing use from the fluids ob­
tained from comminuted oranges as de­
fined in § 146.170. Water may be used in 
the extraction process. Excess peel, pulp, 
flavido, and seed fragments are removed. 
Water may be removed. The amount of 
orange oil may be adjusted in accord­
ance with good manufacturing practice. 
Orange essence may be added. The food 
may be preserved by freezing; by refrig­
erating; by adding a safe and suitable 
preservative; by heating to reduce sub­
stantially the enzymatic activity and the 
number of viable microorganisms; pr by 
heating, either before or after sealing in 
containers, to prevent spoilage.

(b) For the purposes of this section, a 
preservative is considered to be safe if it 
complies with the requirements of § 146.- 
168(b).

(c) The name of the food is “Extract
of comminuted oranges,_____ ° Brix”,
the blank being filled in with the figure 
showing the percent by weight of total 
soluble solids in the food expressed -in 
degrees Brix.

(d) If a preservative is added the label
shall bear the statement “_____ added
as a preservative”, the blank being filled 
in with the name of the preservative.

(e) For the purpose of calculating the 
percentage of orange juice in a beverage 
to which this food is added as an  op- 
tionaT orange juice ingredient, use only 
the weight of the soluble portion of the 
food in calculating the percentage of 
orange juice soluble solids that may be 
contributed to the beverage by this food.

Note.—§ 146.172 (formerly § 27.154) was 
stayed in, its entirety at 38 FR 6969, Mar. 14, 
i973.
§ 146.175 Dehydrated extract o f commi­

nuted oranges.
(a) Dehydrated extract of commi­

nuted oranges is the dehydrated food for 
further manufacturing use prepared by 
removing water from extract of commi­
nuted oranges as defined in § 146.172.

The food complies with the requirements 
for composition and labeling of optional 
ingredients prescribed for dehydrated 
water-extracted soluble orange solids by 
§ 146.169 except that it is made from ex­
tract of comminuted oranges as defined 
in § 146.172.

(b) The name of the food is “Dehy­
drated extract of comminuted oranges”.

(c) For the purpose of calculating the 
percentage of orange juice in a beverage 
to which this food is added as an optional 
orange juice ingredient, use only the 
weight of the soluble portion of the food 
in calculating the percentage of orange 
juice soluble solids that may be contrib­
uted to the beverage by this food.

Note.—§ 146.175 (formerly § 27.155) was 
stayed in its entirety at 38 FR 6969, Mar. 14, 
1973.
§ 146.176 Juicy orange pulp for manu­

facturing.
(a) Juicy orange pulp for manufac­

turing and pulpy orange juice for manu­
facturing is the class of pulpy moist 
foods or pulpy liquid foods prepared for 
further manufacturing use from the un­
fermented juice and the pulp of mature 
oranges of the species Citrus sinensis. 
The pulp has not been washed. Seeds 
(except embryonic seeds and small frag­
ments of seeds that cannot be separated 
by good manufacturing practice) are 
removed. Orange juice, orange pulp, and 
orange oil may be adjusted in accordance 
with good manufacturing practice. 
Orange essence and orange juice prod­
ucts as defined in §§ 146.135, 146.137,
146.140, 146.141, 146.145, 146.146, 146.150, 
146.151,146.152,146.153, and 146.154 may 
be added. The food may be preserved 
by freezing; by refrigerating; by adding 
a preservative; by heating to reduce sub­
stantially the enzymatic activity and the 
number of viable microorganisms; or 
by heating, either before or after sealing 
in containers, to prevent spoilage.

(b) For the purposes of this section, a 
preservative is considered to be safe if it 
complies with the requirements of 
§ 146.168(b).

(c) The name of the food is “Juicy 
orange pulp for manufacturing”, if the 
percentage of pulp exceeds 50 percent or 
the name of the food is “Pulpy orange 
juice for manufacturing”, if the per­
centage of pulp is 50 percent or less.

(d) If a preservative is added, the
label shall bear the statement ___
added as a preservative”, the blank being 
filled in with the name of the pre­
servative.

(e) For the purpose of calculating the 
percentage of the orange juice in a bev­
erage to which this food is added as an 
optional orange juice ingredient, use only 
the weight of the soluble portion of the 
food in calculating the percentage of 
orange juice soluble solids that may be 
contributed to the beverage by this food.

Note.—§ 146.176 (formerly § 27.156) was 
stayed in its entirety at 38 FR 6969, Mar. 14, 
1973.
§ 146.177 Dehydrated juicy orange pulp 

for manufacturing.
(a) Dehydrated juicy orange pulp for 

manufacturing and dehydrated pulpy
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orange juice for manufacturing is the 
class of dehydrated foods for further 
manufacturing use prepared by remov­
ing water from juicy orange pulp for 
manufacturing or pulpy orange juice for 
manufacturing as defined in  § 146.176. 
The food complies with the requirements 
for composition and labeling of optional 
ingredients prescribed for dehydrated 
water-extracted soluble orange solids 
by § 146.169, except that it is made from 
juicy orange pulp or pulpy orange juice 
rather than from dehydrated water ex­
tracted soluble orange solids and except 
that the moisture content is not greater 
than 10 percent of the weight of the 
finished food.

(b) The name of the food is “Dehy­
drated juicy orange pulp for manufac­
turing”, if it is made from juicy orange 
pulp jfor manufacturing, or «the name of 
the food is “Dehydrated pulpy orange 
juice for manufacturing,” if it is made 
from pulpy orange juice for manufac­
turing, both as defined in § 146.176.

(c) For the purpose of calculating the 
percentage of orange juice in a beverage 
to which this food is added as an op­
tional orange juice Ingredient use only 
the weight of the soluble portion of the 
food in calculating the percentage of 
orange juice soluble solids th a t may be 
contributed to the beverage by this food.

Note: §146.177 (formerly § 27.157) was 
stayed in its entirety at 38 FR 6969, Mar. 14, 
1973.
§ 146.185 Canned pineapple juice.

(a) Identity—Cl) Canned pineapple 
juice is the juice, intended for direct con­
sumption, obtained by mechanical proc­
ess, which may include centrifuging but 
not filtering, from the flesh or parts 
thereof, with or without core material, of 
sound, ripe pineapple {Ananas comosus 
L. Merrill). The juice may have been 
concentrated and later reconstituted with 
water suitable for the purpose Of main­
taining essential composition and quality 
factors of the juice. Canned pineapple 
juice contains finely divided insoluble 
solids, but it does not contain pieces of 
shell, seeds, or other coarse or hard sub­
stances. It may be sweetened with any 
suitable dry nutritive carbohydrate 
sweetener. However, if the pineapple 
juice is prepared from concentrate, such 
sweeteners, in liquid form, also may be 
used. It may contain added vitamin C 
in a quantity such that the total vita­
min C in each 4 fluid ounces of the 
finished food amounts to not less than 
30 milligrams and not more than 60 mil­
ligrams. In Hie canning of pineapple 
juice, dimethylpolysiloxane complying 
with the requirements of § 173.340 of th is 
chapter may be employed as a defoaming 
agent in an amount not greater than 10 
parts per million by weight of the finished 
food. Before or after sealing in th e  con­
tainer, canned pineapple juice is so proc­
essed by heat as to prevent spoilage. _

(2) The name of the food is ‘Tine- 
apple juice” if the juice from which it  
is prepared has not been concentrated 
and/or diluted with water. The name of 
the food is “Pineapple juice from con­
centrate” if the finished juice has been 
made from pineapple juice concentrate

as specified in paragraph ((a) of this 
section. If a nutritive sweetener is added, 
the label shall bear the statement 
“Sweetener added.” If no sweetener is 
added, the word “Unsweetened” may 
immediately precede or follow the words 
“Pineapple juice” or “Pineapple juice 
from concentrate.”

(3) Each of the optional ingredients 
shall be declared on the label as required 
by the applicable sections of Part 101 
of this chapter.

(b) Quality—(1) The standard of 
quality for canned pineapple juice is as 
follows:

(1) The soluble solids content of pine­
apple juice (exclusive of added sugars) 
without added water shall not be less 
than 10.5° Brix as determined by refrac- 
tometer at 20° C uncorrected for acidity 
and read as degrees Brix on Internation­
al Sucrose Scales. Where the juice has 
been obtained using concentrated juice 
with addition of water, the soluble pine­
apple juice solids content (exclusive of 
added sugars) shall be not less than 13.5° 
Brix, uncorrected for acidity and read 
as degrees Brix on the International Su­
crose Scales.

(ii) The acidity, as determined by the 
method prescribed in paragraph (b) (2) 
(ii) of this section, is not more than 1.35 
grams of anhydrous citric acid per 100 
milliliters of the juice.

(iii) The ratio of the degrees Brix to  
total acidity, as determined by 'the meth­
od prescribed in paragraph (b) (2) (iii) 
of this section, is not less than 12.

(iv) The quantity of finely divided “in­
soluble solids”, as determined by the 
method prescribed in paragraph (b) (2)
(iv) of this section, is not less than 5 per­
cent nor more than 30 percent.

(2) The methods referred to in para­
graph (b) (1) of this section are as fol­
lows : •

(i) Determine the degrees Brix of the 
canned pineapple juice by the method 
prescribed in “Official Methods of -Anal­
ysis of the Association of Official Agri­
cultural Chemists,” “Solids—By Means 
of Spindle—Official” LEd. note, 10th edi­
tion, 1965, p. 486, sec. 29.0091.

(ii) Determine the total acidity of the 
canned pineapple juice by titration by 
the method prescribed in § 145.180(b) (2)
(ix) of this chapter.

iiii) Divide the degrees Brix deter­
mined as prescribed in paragraph •■(b) (2)
(i) of this section by the grams of anhy­
drous citric acid per 100 milliliters of 
juice, determined as prescribed in para­
graph (b) (2)(ii) of this section, and re­
port the results as ratio of degrees Brix 
to total acidity.

(iv) Determine the quantity of “in­
soluble solids” in canned pineapple juice 
as follows: Measure 50 milliliters of 
thoroughly stirred pineapple juice into 
a cone-shaped graduated tube of the 
long-cone type, measuring approxi­
mately 4%e inches from tip to top cali­
bration and having a capacity of 50 
milliliters. Place the tube in a suitable 
centrifuge the approximate speed of 
which is related to diameter of swing in 
accordance with the table immediately 
below. The word “diameter” means the 
over-all distance between the tips of op-

posing centrifuge tubes in operating 
position.

Approximate
revolutions

Diameter (inches):
10...... ..................
10i/2 — - ------------
11 ____________n% -------
12 —........ - ......... .
12%  --------------- —
13 ____-----
13% ----   ~
1 4  -----------------
14% ----------------
15 _____________
15% ----- ----------
16 __________________ — .
16%  — - .......
17 ______ ______
17% ---------------
18 ____________
18%  — -........
19 -----------
19% ----------------
20 ____________

per minute
-----— 1,609
__ '___ 1,570
______ 1,534
_____ 1,500
_____ 1,468
___ __ 1,438
— ____1,410
___ _ 1,884
______ 1,359
_____ 1,336
_____ 1,313
______ 1,292
_____ 1,271
_____  1,252
____  1,234
______ 1,216
_____ 1,199
_____ 1,182
_____ 1,167
______ 1,152
______ 1,137

The milliliter reading a t the top of the 
layer of “insoluble solids,” after cen­
trifuging 3 minutes, is multiplied by two 
to obtain the percentage of “insoluble 
solids.”

(3) If the quality of canned pineapple 
juice falls below the standard prescribed 
in paragraph (b) (1) of this section, the 
label shall bear the general statement of 
substandard quality specified in § 130.14
(a) of this chapter, in the manner and 
form therein specified.

-(c) Fill of container— (1) The stand­
ard of fill of container for canned pine­
apple juice is a fill of not less than 90 
percent of the total capacity of the con­
tainer, as determined by the general 
method for fill of container prescribed in 
§ 130.12(b) of this chapter.

(2) If canned pineapple juice falls 
below the standard of fill of container 
prescribed in paragraph (c) (1) of this 
section, the label shall bear the state­
ment of substandard fill specified in 
§ 130.14(b) of this chapter, in the man­
ner and form therein specified.
§ 1 4 6 .1 8 7  Canned prune juice.

(a) Canned prune juice is the food 
prepared from a water extract of dried 
primes and contains not less than 18.5 
percent by weight of water-soluble solids 
extracted from dried prunes. The quan­
tity of prune solids may be adjusted by 
the concentration, dilution, o r both, of 
the water extract or extracts made. 
Such food may contain one or more of 
the optional acidifying ingredients spec­
ified in paragraph (b) ,(D of this section, 
in a quantity sufficient to render the 
food slightly tart; it may contain honey 
added within the quantitative limits pre­
scribed by paragraph (b) (2) of this sec­
tion; and it may contain added vitamin 
C in a quantity prescribed by paragraph 
Xb) C3) of this section. Such food is 
sealed in a container and so processed 
by heat, before or after sealing, as to 
prevent spoilage.

(b) The optional ingredients referred 
to in paragraph (a) of this section are:

'(1) 'One or any combination of two or 
more of the following acidifying ingre­
dients:

(i) ¡Lemon juice.
(ii) Lime juice.
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(iii) Citric acid.
(2) Honey, In a  quantity not less than 

2 percent and not more than 3 percent 
by weight of the finished food.

(3) Vitamin C, in a quantity such that 
the total vitamin C in each 6 fluid ounces 
of the finished food amounts to not less 
than 30 milligrams and not more than 
50 milligrams.

(c) (1) The name of the food is 
“Prune juice—a water extract of dried 
prunes”. For the purposes of the Fed­
eral Food, Drug, and Cosmetic Act con­
cerning the label declaration of the name 
of the food, the explanatory statement 
“A water extract of dried primes” may 
appear immediately below the words 
“prune juice”, but there shall be no in­
tervening written, printed, or graphic 
matter, and the type used for the words 
“A water extract of dried prunes” shall 
be of the same style and not less than 
half the print size of the type used for 
the words “prune juice”.

(2) (i) When one or more of the 
acidifying ingredients specified in para­
graph (b) (1) of this section are used, 
the label shall bear 'the statement
“_________ _ added” or “with added
__________ ”, the blank being filled in
with the name or names of the optional 
ingredients used.

(ii) When honey, as specified in para­
graph (b) (2) of this section, is used 
the label shall bear the statement “with
________ , honey” or “_______honey
added”, the blank to be filled in with 
the percent by weight of the honey in 
the finished food or with the statement 
“between 2 and 3%”.

(iii) When one or more of the in­
gredients designated in paragraph (b)
(1) of this section and the ingredient 
designated in paragraph (b) (2) of this 
section are used, the statements specified 
in paragraph (c) (2) (i) and (ii) of this 
section may be combined, as for ex­
ample, “with lemon juice and between 
2 and 3% honey added”.

(iv) When vitamin C is added as pro­
vided in paragraph (b) (3) of this sec­
tion, it shall be designated on the label 
as “vitamin C added” or “with added 
vitamin C”.

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the words specified 
in this paragraph, showing the optional 
ingredients used, shall immediately and 
conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter.

PART 150— FRUIT BUTTERS, JELLIES, 
PRESERVES, AND RELATED PRODUCTS

Subpart A— [Reserved]
Subpart B— Requirements for Specific Standard­

ized Fruit Butters, Jellies, Preserves, and Re­
lated Products

Sec.
150.H0 Fruit butter.
150.140 Fruit jelly.
150.141 Artificially sweetened fruit jelly.
150.160 Fruit preserves and jams.
150.161 Artificially sweetened fruit preserves

and jams.
Authority: Secs. 401, 701, 52 Stat. 1046 as 

amended, 1055-1056 as amended (21 T7.S.C. 
341, 371).

RULES AND REGULATIONS

Subpart A— [Reserved]
Subpart B— R equirem ents fo r Specific 

S tandardized Fruit S u tters, Jellies, Pre­
serves, and Related Products

^ 150.110 Fruit butter.
(a) The fruit butters for which defini­

tions and standards of identity are pre­
scribed by this section are the smooth, 
semisolid foods each of which is made 
from a mixture of one or a permitted 
combination of the optional fruit ingre­
dients specified in paragraph (b) of this 
section and one or any combination of 
the optional ingredients specified in 
paragraph (c) of this section, which 
meets the specifications in paragraph
(d) of this section, and which is labeled 
in accordance with paragraph (e) of this 
section. Such mixture is concentrated 
with or without heat. The volatile flavor­
ing materials or essence from such mix­
ture may be captured during concentra­
tion, separately concentrated, and added 
back to any such mixture, together with 
any concentrated essence accompanying 
any optional fruit ingredient.

(b) (1) Each of the optional fruit in­
gredients referred to in paragraph (a) 
of this section is prepared by cooking one 
of the following fresh, frozen, canned, 
and/or dried (evaporated) mature fruits, 
with or without added water, and screen­
ing out skins, seeds, pits, and cores :

Factor referred to  in paragraph (d) (2)
> of this section

Name of fruit:
Apple _____________________    7.5
A p r ico t________________________  7.0
G rape___ .______   7.0
P ea ch__________________________  8.5
Pear_i_________ ___________    6.5
Plum (other than p ru n e)_________  7.0
P ru n e___________________________ 7.0
Quince ________________    7.5
(2) The permitted combinations are 

of two, three, four, and five of the fruit 
ingredients specified in paragraph (b)
(1) of this section; the weight of each is 
not less than one-fifth of the weight of 
the combination. Each such fruit ingredi­
ent in any such combination is an op­
tional ingredient.

(c) The following safe and suitable op­
tional ingredients may be used:

(1) Nutritive carbohydrate sweeteners.
(2) Spice.
(3) Flavoring (other than artificial 

flavoring).
(4) Salt.
(5) Acidifying agents.
(6) Fruit juice or diluted fruit juice 

or concentrated fruit juice, in a  quantity 
not less than one-half the weight of the 
optional fruit ingredient.

(7) Preservatives.
(8) Antifoaming agents except those 

derived from animal fats.
(9) Pectin, in a quantity which rea­

sonably compensates for deficiency, if 
any, of the natural pectin content of the 
fruit ingredient.

(d) For the purposes of this section:
(1) The mixture referred to in para­

graph (a) of this section shall contain 
not less than five parts by weight of the 
fruit ingredient as measured in accord­
ance with paragraph (d) (2) of this sec-
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tion to each two parts by weight of nutri­
tive carbohydrate sweetener as measured 
in accordance with paragraph (d) (4) of 
this section.

(2) Any requirement with respect to 
the weight of any optional fruit ingredi­
ent, whether concentrated, unconcen­
trated, or diluted, means the weight de­
termined by the following method: (i) 
Determine the percent of soluble solids 
in the optional fruit ingredient by the 
method for soluble solids referred to in 
paragraph (d) (3) of this section; (ii) 
multiply the percent so found by the 
weight of such fruit ingredient; (iii) 
divide the result by 100; (iv) subtract 
from the quotient the weight of any 
nutritive sweetener solids or other added 
solids; and (v) multiply the remainder by 
the factor for such ingredient prescribed 
in paragraph -(b) (1) of this section. The 
result is the weight of the optional fruit 
ingredient.

(3) The soluble solids content of the 
finished fruit butter is not less than 43 
percent, as determined by the method 
prescribed in “Official Methods of Anal­
ysis of the Association of Official Analyt­
ical Chemists,” _12th Ed. 1975, p. 397, sec. 
22.024, under “Soluble Solids (by Refrac- 
tometer) in Fresh and Canned Fruits, 
Fruit Jellies, Marmalades, and Pre­
serves—Official First Action,” except that 
no correction is made for water-insoluble 
solids.

(4) The weight of any nutritive car­
bohydrate sweetener means the weight 
of the solids of such ingredient.

(5) The weight of fruit juice or diluted 
fruit juice or concentrated fruit juice 
(optional ingredient, paragraph (c) (6)) 
from a fruit specified in paragraph (b)
(1) of this section is the weight of such 
juice, as determined by the method pre­
scribed in paragraph (d) (2) of this sec­
tion, except that the percent of soluble 
solids is determined by the method pre­
scribed in “Official Methods of Analysis 
of the Association of Official Analytical 
Chemists,” 12th Ed., 1975, p. 566, sec. 
31.011, under “Solids by Means of Re- 
fractometer—Official Final Action”; the 
weight of diluted concentrated juice from 
any other fruit is the original weight of 
the juice before it was diluted or con­
centrated.

(e) (1) The name of each fruit butter 
for which a definition and standard of 
identity is prescribed by this section is as 
follows:

(1) In case the fruit butter is made 
from a single fruit ingredient, the name 
is “Butter”, preceded *by the name where 
by such fruit is designated in paragraph
(b) (1) of this section.

(ii) In case the fruit butter is made 
from a combination of two, three, four, 
or five fruit ingredients, the name is 
“Butter”, preceded by the words “Mixed 
fruit” or by the names whereby such 
fruits are designated in paragraph (b)
(1) of this section, in the order of pre­
dominance, if any, of the weight of such 
fruit ingredients in the combination.

(2) Each of the optional ingredients 
specified in paragraphs (b) and (c) of 
this section shall be declared on the label 
as required by the applicable sections of 
Part 101 of this chapter, except that:
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(i) Other than in the case of dried 
(evaporated) fruit the name(s) of the 
fruit or fruits used may be declared with­
out specifying the particular form of the 
fruit or fruits used. When the optional 
fruit ingredient is prepared in whole or 
in part from dried fruit, the label shall 
bear the words “prepared from” or “pre­
pared in part from”, as the case may be, 
followed by the word “evaporated” or 
“dried”, followed by the name whereby 
such fruit is designated in paragraph
(c) of this section. When two or -more 
such optional fruit ingredients are used, 
such names, each preceded by the word 
“evaporated” or “dried”, shall appear in 
the order of predominance, if any, of the 
weight of such ingredients in the com­
bination.

(ii) If sugar or invert sugar is the 
sweetener used, the term “sugar” may be 
used, and if the sweetener used is derived 
from corn the term “corn sweetener” 
may be used.
§ 150.140 Fruit jelly.

(a) The jellies for which definitions 
and standards of identity are prescribed 
by this section are the jelled foods each 
of which is made from a mixture of one 
or a permitted combination of the fruit 
juice ingredients specified in paragraph
(b) of this section and one or any combi­
nation of the optional ingredients speci­
fied in paragraph (c) of this section, 
which meets the specifications in para­
graph (d) of this section and which is 
labeled in accordance with paragraph
(e) of this section. Such mixture is con­
centrated with or without heat. The vola­
tile flavoring materials or essence from 
such mixture may be captured during 
concentration, separately concentrated, 
and added back to any such mixture, to­
gether with any concentrated essence 
accompanying any optional fruit ingre­
dient.

(b ) (1) Each of the fruit juice ingre­
dients referred to in paragraph (a) of 
this section is the filtered or strained 
liquid extracted with or without the ap­
plication of heat and with or without the 
addition of water, from one of the follow­
ing mature, properly prepared fruits 
which are fresh, frozen and/or canned:
Factor referred to in paragraph (d) (2) of

this section
Name of fruit:

A pple------------------ - - - - ---------------- 7.5
Apricot _________________r---------- 7.0
Blackberry (other than dewberry) _ 10. 0
Black raspberry-----------   9. 0
Boysenberry ____________________ 10.0
Cherry --------------    7.0
Crabapple ______________________ 6.5
Cranberry ----     9. 5
Damson, damson plum-----------------  7.0
Dewberry (other than boysenberry,

loganberry, and youngberry)-----  10.0
P i g -----------------------------    5. 5
Gooseberry -------------------------------- 12.0
Grape ________ — ----------—--------  7.0
G rapefruit_____________________- 11.0
Greengage; greengage plum— ------  7.0
G u ava__ _____________    13. 0
Loganberry------------------   9. 5
Orange ______ i.------ :------------------ 8.0
Peach _________________________  8.5
Pineapple ______________________  7.0
Plum (other than damson, green­

gage, and prune) _______________  7.0

RULES AND REGULATIONS
Name of fruit:

Pomegranate____________________  5.5
Prickly pear______ ________     11.0
Quince _____________________- —- 7. 5
Raspberry, red raspberry_________    9. 5
Red currant, currant (other than

black currant)___ :_____________ • 9. 5
Strawberry _______ I_________ _ 12. 5
Youngberry_________________  10.0
(2) The permitted combinations are 

of two, three, four, or five of the fruit 
juice ingredients specified in paragraph
(b) (1) of this section, the weight of each 
is not less than one-fifth of the weight 
of the combination. Each such fruit juice 
ingredient in any such combination is 
an optional ingredient.

(c) The following safe and suitable 
optional ingredients may be qsed:

(1) Nutritive carbohydrate sweeteners.
(2) Spice.
(3) Acidifying agents.
(4) Pectin, in a quantity which rea­

sonably compensates for deficiency, if 
any, of the natural pectin content of the 
fruit juice ingredient.

(5) Buffering agents.
(6) Preservatives.
(7) Antifoaming agents except those 

derived from animal fats.
(8) Mint flavoring and artificial green 

coloring, in case the fruit juice ingredi­
ent or combination of fruit juice ingre­
dients is extracted from apple, crab- 
apple, pineapple, or two or all of such 
fruits.

(9) Cinnamon flavoring, other than 
artificial flavoring, and artificial red col­
oring in case the fruit juice ingredient 
or combination of fruit juice ingredients 
is extracted from apple or crabapple or 
both such fruits.

(d) For the purposes of this section:
(1) The mixture referred to in para­

graph (a) of this section shall contain 
not less than 45 parts by weight of the 
fruit juice ingredients as measured in 
accordance with paragraph (d) (2) of 
this section to each 55 parts by weight 
of saccharine ingredient as measured in 
accordance with paragraph (d) (4) of 
this section.

(2) Any requirement with respect to 
the weight of any fruit juice ingredient, 
whether prepared from concentrated, 
unconcentrated, or diluted fruit juice 
means the weight determined by the fol­
lowing method: (i) Determine the per­
cent of soluble solids in such fruit juice 
ingredient by the method for soluble 
solids referred to in paragraph (d) (3) of 
this section; (ii) multiply the percent so 
found by the weight, of such fruit juice 
ingredient; (iii) divide the result by 
100; (iv) subtract from the quotient the 
weight of any added saccharine in­
gredient solids or other added solids; and
(v) multiply the remainder by the factor 
for such fruit juice ingredient prescribed 
in paragraph (b) of this section. The re­
sult is the weight of the fruit juice 
ingredient.

(3) The soluble-solids content of the 
finished jelly is not less than 65 percent, 
as determined by the method prescribed 
in “Official Methods of Analysis of the 
Association of Official Analytical Chem­
ists,” 11th Ed. (1970) p. 526, Sec. 31.011,

“Solids By Means of Refractometer— 
Official Final Action.”2

(4) The weight of any optional sac­
charine ingredient means the weight of 
the solids of such ingredient.

(e)(1) The name of each jelly for 
which a definition and standard of 
identity is prescribed by this section is 
as follows:

(1) In case the jelly is made with a 
single fruit juice ingredient, the name is 
“Jelly”, preceded or followed by the name 
or synonym whereby the fruit from which 
such fruit juice ingredient was extracted 
is designated in paragraph (b) of this 
section.

(ii) In case the jelly is made with a 
combination of two, three, four, or five 
fruit juice ingredients, the name is 
“Jelly”, preceded or followed by the 
words “Mixed fruit” or by the names or 
synonyms whereby the fruits from which 
the fruit juice ingredients were extracted 
are designated in paragraph (b) of this 
section, in the order of predominance, if 
any, of the weights of any such fruit 
juice ingredients in the combination.

(2) Each of the optional ingredients 
specified in paragraphs (b) and (c) of 
this section shall be declared on the label 
as required by the applicable sections of 
Part 101 of this chapters except that:

(i) The name(s) of the fruit or fruits 
used may be declared without specifying 
the particular form of the fruit or fruits 
used.

(ii) When the optional ingredients 
listed in paragraph (c) (3), (4), and (5) 
of this section are declared on the label, 
the declaration may be followed by the 
statement “Used as needed” on all jellies 
to which they are customarily, but not 
always, added to compensate for natural 
variations in the fruit juice ingredients 
used.
§ 150.141 Artificially sweetened fruit 

jelly.
(a) The artificially sweetened fruit 

jellies for which definitions and stand­
ards of identity are prescribed by this 
section are the jellied foods made from a 
fruit juice ingredient as specified in 
paragraph (b) of this section and an ar­
tificial sweetening ingredient as specified 
in paragraph (c) of this section, with a 
jelling ingredient as specified in para­
graph (d) of this section. Water may 
be added. The quantity of the fruit 
juice ingredient, calculated as set out in 
§ 150.140(b), amounts to not less than 55 
p'ercent by weight of the finished food. 
The article is sealed in containers and so 
processed by heat, either before or after 
sealing, as to prevent spoilage. Such 
food may also contain one or more of 
the following optional ingredients:

(1) Spice, spice oil, spice extract.
(2) A vinegar, lemon juice, lime juice, 

citric acid, lactic acid, malic acid, tar­
taric acid, fumaric acid, or any combina­
tion of two or more of these, in a quantity 
which reasonably compensates for de-

2 Copies may be obtained from: Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C. 
20044.
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ficiency, if any, of the natural acidity of 
the fruit juice ingredient.

(3) Sodium citrate, sodium acetate, 
sodium tartrate, monosodium phosphate, 
disodium phosphate, trisodium phos­
phate, sodium potassium tartrate, potas­
sium citrate, potassium acid tartrate, or 
any combination thereof, in an amount 
not exceeding 2 ounces avoirdupois per 
100 pounds of the finished food.

(4) Sodium hexametaphosphate in an 
amount not exceeding 8 ounces avoirdu­
pois per 100 pounds of the finished food.

(5) Purified calcium chloride, calcium 
citrate, calcium gluconate, calcium lac­
tate, calcium sulfate, monocalcium phos­
phate, potassium chloride, or any com­
bination of two or more of these salts, 
in a quantity reasonably necessary to en­
able the jelling ingredients to produce a 
jellied finished product.

(6) Ascorbic acid, sorbic acid, sodium
sorbate, potassium sorbate, sodium pro­
pionate, calcium propionate, sodium ben­
zoate, benzoic acid, methylparaben 
(methyl-p-hydroxy benzoate), propyl­
paraben (propyl-p-hydroxy benzoate), or 
any combination of two or more of these, 
in a quantity reasonably necessary as a 
preservative, but not to exceed 0.1 per­
cent by weight of the finished food.

(b) The fruit juice Ingredient referred 
to in paragraph (a) of this section is any 
one, or any combination of two, three, 
four, or five of the fruit juice ingredients 
complying with the requirements of 
§ 150.140(c). Except as paragraph (d) of 
this section permits the use of pectin, 
carrageenan, or salts of carrageenan 
standardized with nutritive sweetener, no 
nutritive sweetening ingredient is added, 
either directly or indirectly, to the fruit 
juice ingredient used to make artificially 
sweetened fruit jelly.

(c) The artificial sweetening ingredi­
ents referred to in paragraph (a) of this 
section are saccharin, sodium saccharin» 
calcium saccharin, or any combination 
of two or more of these.

(d) The jelling ingredients referred to 
in paragraph (a) of this section are pec­
tin, agar-agar, carob bean gum (also 
called locust bean gum), guar gum, gum 
karaya, gum tragacanth, algin (sodium 
alginate), sodium carboxymethylcellulose 
(cellulose gum), methylcellulose (meet­
ing U.S.P. requirements and with me- 
thoxy content not less than 27.5 percent 
and not more than 31.5 percent on a dry- 
weight basis), carrageenan or salts of 
carrageenan complying with the require­
ments of § 172.620 or § 172.626 of this 
chapter, or any combination of two or 
more of these. Pectin may be standard­
ized with a nutritive sweetening ingredi­
ent, but such sweetening ingredient shall 
not amount to more than 44 percent by 
weight of the standardized pectin and 
the quantity of such standardized pectin 
used shall not exceed 3 percent by weight 
of the finished food. Carrageenan or salts 
of carrageenan may be standardized with 
a nutritive sweetening ingredient, but 
such sweetening ingredient shall not 
amount to more than 25 percent by 
weight of the standardized carrageenan 
or salts of carrageenan and the quantity 
of such standardized carrageenan or 
salts of carrageenan used shall not ex­
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ceed 2 percent by weight of the finished 
food.

(e) The name of each artificially 
sweetened fruit jelly for which a defini­
tion and standard of identity is pre­
scribed by this , section consists of the 
words “artifically sweetened”, immedi­
ately followed by the name prescribed by 
§ 150.140(e) (1) for the fruit jelly which 
corresponds-in its fruit ingredient to 
the artificially sweetened article. The 
words “artificially sweetened” shall be 
prominently and conspicuously displayed 
in letters not smaller than the largest 
letter used in any other word in the name 
of the food.

(f )  (1) The jelling ingredient used
shall be named on the label by a state­
ment “______ i_added” or “with added
__________ the blank being filled in
with the common name of the jelling in­
gredient used; for example, “pectin and 
methylcellulose added”.

(2) When one of the optional ingredi­
ents specified in paragraph (a) (1) of 
this section is used, the label shall bear
the statement “__________ added” or
“with ad d ed ________”, the blank be­
ing filled in with the words “spice”, 
“spice oil”, or “spice extract” as appro­
priate, but in lieu of the word “spice” 
in such statement the common name of 
the spice may be used.

(3) When the optional ingredient 
specified in paragraph (a) (4) of this 
section is used, the label shall bear the 
words “sodium hexametaphosphate add­
ed” or “with added sodium hexameta­
phosphate”.

(4) When any optional ingredient 
listed in paragraph (a) (6) of this sec­
tion is used, the label shall bear the 
statement “__________ added as a pre­
servative”, the blank being filled in with 
the common name of the preservative 
ingredient used as designated in para­
graph (a) (6) of this section.

(g) Wherever the name of the food 
appears on the label of the artificially 
sweetened fruit jelly so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the words and state­
ments specified in this section, showing 
the optional Ingredients used, shall im­
mediately and conspicuously precede or 
follow such name, without intervening 
written, printed, or graphic matter, ex­
cept that the varietal name of the fruit 
source of the fruit juice ingredient used 
in preparing such jelly may so intervene.
§ 150.160 Fruit preserves and jams.

(a) The preserves or jams for which 
definitions and standards of identity are 
prescribed by this section are the viscous 
or semi-solid foods, each of which is 
made from a mixture composed of one or 
a permitted combination of the fruit 
ingredients specified in paragraph (b) of 
this section and one or any combination 
of the optional ingredients specified in 
paragraph (c) of this section which 
meets the specifications in paragraph (d) 
of this section, and which is labeled in 
accordance with paragraph (e) of this 
section. Such mixture, with or without 
added water, is concentrated with or 
without heat. The volatile flavoring ma­
terial from such mixture may be cap­

tured during concentration, separately 
concentrated, and added back to any 
such mixture, together with any concen­
trated essence accompanying any op­
tional fruit ingredient.

(b) (1) The fruit ingredients referred 
to in paragraph (a) of this section are 
the following mature, properly prepared 
fruits which are fresh, concentrated, 
frozen and/or canned:

Group I
Blackberry (other 

than dewberry) 
Black raspberry 
Blueberry 
Boysenberry 
Cherry 
Crabapple 
Dewberry (other 

than boysenberry, 
loganberry, and 
youngberry) 

Elderberry 
Grape

Grapefruit 
Huckleberry 
Loganberry 
Orange 
Pineapple 
Raspberry, red 

raspberry 
Rhubarb 
Strawberry 
Tangerine 
Tomato 
Yellow tomato 
Youngberry

Group II
Apricot 
Cranberry 
Damson, damson 

plum  
Pig
Gooseberry
Greengage,

greengage plum 
Guava

Nectarine
Peach
Pear
Plum (other than 

greengage plum 
and damson plum) 

Quince
Red currant, currant 

(other than black 
currant)

(2) The following combinations of 
fruit ingredients may be used:

(i) Any combination erf two, three, 
four, or five of such fruits in which the 
weight of each is not less than one-fifth 
of the weight of the combination; except 
that the weight of pineapple may be not 
less than one-tenth of the weight of the 
combination.

(ii) Any combination of apple and one, 
two, three, or four of such fruits in 
which the weight of each is not less than 
one-fifth and the weight of apple is not 
more than one-half of the weight of the 
combination; except that the weight of 
pineapple may be not less than one-tenth 
of the weight of the combination.
In  any combination of two, three, four, or 
five fruits, each such fruit is an optional 
ingredient. For the purposes of this sec­
tion the word “fruit” includes the vege­
tables specified in this paragraph.

(c) The following safe and suitable op­
tional ingredients may be used:

(1) Nutritive carbohydrate sweeteners.
(2) Spice.
(3) Acidifying agents.
(4) Pectin, in a quantity which reason­

ably compensates for deficiency, if any, 
of the natural pectin content of the fruit, 
ingredient.

(5) Buffering agents.
(6) Preservatives.
(7) Antifoaming agents, except those 

derived from animal fat.
(d) For the purposes of this section:
(1) The mixture referred to in para­

graph (a) of this section shall be com­
posed of not less than: (i) In the case of 
a fruit ingredient consisting of a Group 
I  fruit or a permitted combination ex­
clusively of Group I  fruits, 47 parts by 
weight of the fruit ingredient to each 55 
parts by weight of the saccharine ingre-
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dient; and (ii) in all other cases, 45 parts 
by weight of the fruit ingredient to each 
55 parts by weight of the saccharine in­
gredient. The weight of the fruit ingre­
dient shall be determined in accordance 
with paragraph (d) (2) of this section, 
and the weight of the saccharine ingre­
dient shall be determined in accordance 
with paragraph (d) (5) of this section.

(2) Any requirement with respect to 
the weight of any fruit, combination-of 
fruits, or fruit ingredient means:

(i) The weight of fruit exclusive of the 
weight of any sugar, water, or other sub­
stance added for any processing or pack­
ing or canning, or otherwise added to 
such fruit.

(ii) In the case of fruit prepared by 
the removal, in whole or in part, of pits, 
seeds, skins, cores, or other parts; the 
weight of such fruit, exclusive of the 
weight of all such substances removed 
therefrom.

(iii) In the cases of apricots, cherries, 
grapes, nectarines, peaches, and all va­
rieties of plums, whether or not pits and 
seeds are removed therefrom; the weight 
of such fruit, exclusive of the weight of 
such pits and seeds.

(iv) In the case of concentrated fruit, 
the weight of the properly prepared fresh 
fruit used to produce such concentrated 
fruit.

(3) The term “concentrated fruit” 
means a concentrate made from the 
properly prepared edible portion of 
mature fresh or frozen fruits by removal 
of moisture with or without the use of 
heat or vacuum, but not to the point of 
drying. Such concentrate is canned or 
frozen without the addition of sugar or 
other sweetening agents and is identified 
to show or permit the calculation of the 
weight of the properly prepared fresh 
fruit used to produce any given quantity 
of such concentrate. The volatile flavor­
ing material or essence from such fruits 
may be captured during „.concentration 
and separately concentrated for subse­
quent addition to the concentrated fruit 
either directly -or during manufacture of 
the preserve or jam, in the original pro­
portions present in the fruit.

(4) The weight of any optional sac­
charine ingredient means the weight of 
the solids of such ingredient.

(5) The soluble-solids content of the 
finished jam or preserve is not less than 
65 percent, as determined by the method 
prescribed in “Official Methods of Anal­
ysis of the Association of Official Ana­
lytical Chemists,” 11th Ed. (1970) p. 371, 
Sec. 22.019, “Soluble Solids (By Re- 
fractometer) in Fresh and Canned 
Fruits, Jams, Marmalades, and Pre­
serves—Official First Action,” 2 except 
that no correction is made for water- 
insoluble solids.

(e) (1) The name of each preserve or 
jam for which a definition and standard 
of identity is prescribed by this section 
is as follows:

(i) If the fruit ingredient is a single 
fruit, the name is “Preserve” or “Jam”,

* Copies may be obtained from: Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C. 
20044.
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preceded or followed by the name or 
synonym whereby such fruit is desig­
nated in paragraph (b) of this section.

(ii) If the fruit ingredient is a com­
bination of two, three, four, or five fruits, 
the name is “Preserve” or “Jam”, pre­
ceded or followed by the words “Mixed 
fruit” or by the names or synonyms 
whereby such fruits are designated in 
paragraph (b) of this section; in the 
order of predominance, if any, of the 
weights of such fruits in the combina­
tion.

(2) Each of the optional ingredients 
specified in paragraphs (b) and (c) of 
this section shall be declared on the label 
as required by the applicable' sections 
of Part 101 of this chapter, except that:

(i) The name Os) of the fruit or fruits 
used may be declared without specifying 
the particular form of the fruit or fruits 
used.

(ii) When the optional ingredients 
listed in paragraph (c) (3), (4), and (5) 
of this section are declared on the label, 
the declaration may be followed by the 
statement “used as needed” on all pre­
serves or jams to which they are custom­
arily, but not always, added to com­
pensate for natural variations in the 
fruit ingredients used.
§ 150.161 Artificially sweetened fruit 

preserves and jams.
(a) The artificially sweetened fruit 

preserves or artificially sweetened fruit 
jams for which definitions and standards 
of identity are prescribed by this section 
are the viscous or semisolid foods made 
from a fruit ingredient as specified in 
paragraph (b) of this section and an ar­
tificial sweetening ingredient as specified 
in paragraph (c) of this section', and 
with or without water and a jelling in­
gredient as specified in paragraph (d) of 
this section. The quantity of the fruit 
ingredient amounts to not less than 55 
percent by weight of the finished food. 
The article is sealed in containers and 
so processed by heat, either before or 
after sealing, as to prevent spoilage. Such 
food may also contain one or more of 
the following optional ingredients:

(1) Spice, spice oil, spice extract.
(2) A vinegar, lemon juice, lime juice, 

citric acid, lactic acid, malic acid, ta r­
taric acid, fumaric acid, or any combina­
tion of two or more of these, in a quantity 
which reasonably compensates for de­
ficiency, if any, of the natural acidity of 
the fruit ingredient.

(3) Sodium citrate, sodium acetate, 
sodium tartrate, monosodium phosphate, 
disodium phosphate, trisodium phos­
phate, sodium potassium tartrate, potas­
sium citrate, potassium acid tartrate, or 
any combination thereof, in an amount 
not exceeding 2 ounces avoirdupois per 
100 pounds of the finished food.

(4) Sodium hexametaphosphate in an 
amount not exceeding 8 ounces avoirdu­
pois per 100 pounds of the finished food.

(5) Purified calcium chloride, calcium 
citrate, calcium gluconate, calcium lac­
tate, calcium sulfate, monocalcium phos­
phate, potassium chloride, or any com­
bination of two or more of these salts, in 
a quantity reasonably necessary to en­

able the jelling ingredients to produce a 
jelled finished product.

(6) Ascorbic acid, sorbic acid, sodium 
sorbate, potassium sorbate, sodium pro­
pionate, calcium propionate, sodium 
benzoate, benzoic acid, methylparaben 
(methyl-p-hydroxybenzoate), propyl­
paraben (propyl-p-hydroxybenzoate), or 
any combination of two or more of these, 
in a quantity reasonably necessary as a 
preservative but not to exceed 0.1 per­
cent by weight of the finished food.

(b) The fruit ingredient referred to in 
paragraph (a) of this section is any one, 
or any combination of two, three, four, or 
five of the fruit ingredients complying 
with the requirements of § 150.160(b) 
and (c). Except as paragraph (d) of this 
section permits the use of pectin, carra­
geenan, or salts of carrrageenan stand­
ardized with nutritive sweetener, no nu­
tritive sweetening ingredient is added, 
either directly or indirectly, to the fruit 
ingredient used to make artificially 
sweetened fruit preserves or artificially 
sweetened fruit jam.

(c) The artificial sweetening ingredi­
ents referred to in paragraph (a) of this 
section are saccharin, sodium saccharin, 
calcium saccharin, or any combination 
of two or more of these.

(d) The jelling ingredients referred to 
in paragraph (a) of this section are 
pectin, agar-agar, carob bean gum (also 
called locust bean gum), guar gum, gum 
karaya, gum tragacanth, algin (sodium 
alginate) , sodium carboxymethylcellu- 
lose (cellulose gum), methylcellulose 
(meeting U.S.P. requirements and with 
methoxy content not less than 27,5 per­
cent and not more than 31.5 percent on 
a dry-weight basis), carrageenan or salts 
of carrageenan complying with the re­
quirements of § 172.620 or § 172.626 of 
this chapter, or any combination of two 
or more of these. Pectin may be stand­
ardized with a nutritive sweetening in­
gredient, but such sweetening ingredient 
shall not amount to more than 44 per­
cent by weight of the standardized 
pectin and the quantity of such stand­
ardized pectin used shall not exceed 3 
percent by weight of the finished food. 
Carrageenan or salts of carrageenan 
may be standardized with a nutritive 
sweetening ingredient, but such sweet­
ening ingredient shall not amount to 
more than 25 percent by weight of the 
standardized carrageenan or salts of 
carrageenan and the quantity of such 
standardized carrageenan or salts of 
carrageenan used shall not exceed 2 per­
cent by weight of the finished food.

(e) The name of each artificially 
sweetened fruit preserve or artificially 
sweetened fruit jam for which a defini­
tion and standard of identity is pre­
scribed by this section consists of the 
words “artificially sweetened” immedi­
ately followed by the name prescribed 
by § 150.160(e) (1) for the fruit preserves 
or jams which correspond in fruit 
ingredient to the artificially sweetened 
article. The words “artificially sweet­
ened” shall be prominently and conspic­
uously displayed in letters not smaller 
than the largest letter used in any other 
word in the name of the food.
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(f) (1) The jelling ingredient used
shall be named on the label by a state­
ment “____ ____ added” or “with added
____ ______ ”, the blank being filled in
with the common name of the jelling 
ingredient used.

(2) When one of the optional ingredi­
ents specified in paragraph (a) (1) of 
this section is used, the label shall bear
the statement, “__________ added” or
“with added __________”, the blank be­
ing filled in with the words “spice”, “spice 
oil”, or “spice extract” as appropriate, 
but in lieu of the word “spice” in such 
statement the common name of the spice 
may be used.

(3) When the optional ingredient 
specified in paragraph (a) (4) of this sec­
tion is used, the label shall bear the words 
“sodium hexametaphosphate added” or 
“with added sodium hexametaphos­
phate”.

(4) When any optional ingredient 
listed in paragraph, (a) (6) of this section 
is used, the label shall bear the state­
ment “___ ________ _ added as a pre­
servative”, the blank being filled in with 
the common name by which the preserv­
ative ingredient used is designated in 
paragraph (a) (6) of this section.

(g) Wherever the name of the food 
appears on the label of the artificially 
sweetened fruit preserve or artificially 
sweetened fruit jam so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the words and state­
ments specified in this section, showing 
the optional ingredients used, shall im­
mediately and conspicuously precede or 
follow such name without intervening 
written, printed, or graphic matter, ex­
cept that the varietal name of the fruit 
used in preparing such preserve or jam 
may so intervene.

PART 152— FRUIT PIES 
Subpart A— [Reserved]

Subpart B— Requirements for Specific 
Standardized Fruit Pies

Sec.
152.126 Frozen cherry pie.

A u t h o r i t y : Secs. 401, 701, 52 Stat. 1046 
as amended, 1055-1056 as amended (21 U.S.C. 
341, 371).

Subpart A— [Reserved]

not food additives as defined in section 
201 (s) of the Federal Food, Drug, and 
Cosmetic Act or color additives as defined 
in section 201 (t) of the act; or if they are 
food additives or color additives as so 
defined, they are used in conformity with 
regulations established pursuant to sec­
tion 409 or 706 of the act. Ingredients 
that perform a useful function in the 
formulation of the filling, pastry, and 
topping components, when used in 
amounts reasonably required to accom­
plish their intended effect, are regarded 
as suitable except that artificial sweet­
eners are not suitable ingredients of 
frozen cherry pie.

(3) The name of the food for which 
a definition and standard of identity is 
established by this section is frozen 
cherry pie; however, if the maximum 
diameter of the food (measured across 
opposite outside edges of the pastry 
shell) is not more than 4 inches, the food 
alternatively may be designated by the 
name frozen cherry tart. The word 
“frozen” may be omitted from the name 
on the label if such omission is not mis­
leading.

(4) (i) Each of the optional ingredi­
ents used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter.

(ii) The label shall not bear any mis­
leading pictorial representation of the 
cherries in the pie.

(b) Quality—(1) The standard of 
quality for frozen cherry pie is as fol­
lows:

(i) The fruit content of the pie is such 
that the weight of the washed and 
drained cherry content is not less than 
25 percent of the weight of the pie when 
determined by the procedure prescribed 
by paragraph (b) (2) of this section.

(ii) Not more than 15 percent by count 
of the cherries in the pie are blemished 
with scab, hail injury, discoloration, scar 
tissue, or other abnormality. A cherry 
showing skin discoloration (other than 
scald) having an aggregate area exceed­

ing that of a circle nine thirty-seconds 
of an inch in diameter is considered to be 
blemished. A cherry showing discolora­
tion of any area but extending into the 
fruit tissue is also considered to be 
blemished.

(2) Compliance with the requirement 
for the weight of the washed and drained 
cherry content of the pie, as prescribed 
by paragraph (b) (1) (i) of this section, is 
determined by the following procedure:

(i) Select a random sample from a 
lot:

(a) At least 24 containers if they bear 
a weight declaration of 16 ounces or less.

(b) Enough containers to provide a 
total quantity of declared weight of at 
least 24 pounds if they bear a weight 
declaration of more than 16 ounces.

(ii) Determine net weight of each fro­
zen pie.

(iii) Temper the pie until the top crust 
can be removed.

(iv) Remove the filling and cherries 
from the pie and transfer to the surface 
of a previously weighed 12-inch diameter 
U.S. No. 8 sieve (0.094-inch openings) 
stacked on a U.S. No. 20 sieve (0.033- 
inch openings).

(v) Distribute evenly over the surface 
and wash with a gentle spray of water 
at 70°-75<’ F to free the cherries and 
cherry fragments from the adhering 
material.

(vi) . Remove the U.S. No. 8 sieve and 
examine the U.S. No. 20 sieve and trans­
fer all cherry fragments to the U.S. No- 
8 sieve.

(vii) Drain the-cherry contents on the 
No. 8 sieve for 2 minutes in an inclined 
position (15°-30° slope) . Weigh the U.S. 
No. 8 sieve and the washed and drained 
cherries to the nearest 0.01 ounce.

(viii) The weight of the washed and 
drained cherries is the weight of the 
sieve and the cherry material less the 
weight of the sieve. Calculate the percent 
of the oherry content of each pie with 
the following formula, and then calcu­
late the average percent of the entire 
random sample:

Percent of the cherry content of the pie=-
Weight of washed and drained cherries

Net weight of pie
-X100.

Subpart B— Requirements for Specific 
Standardized Fruit Pies

§ 152.126 Frozen cherry pie.
(a) Identity— il)  Frozen cherry pie 

(excluding baked and then frozen) is the 
food prepared by incorporating in a 
filling contained in a pastry shell mature, 
pitted, stemmed cherries that are fresh, 
frozen, and/or canned. The top of the 
pie may be open or it may be wholly or 
partly covered with pastry or other suit­
able topping. Filling, pastry, and topping 
components of the food consist of op­
tional ingredients as prescribed by para­
graph (a) (2) of this section. The finished 
food is frozen.

(2) The optional ingrédients referred 
to in paragraph (a) (1) of this section 
consist of suitable substances that are

(3) If the quality of the frozen cherry 
pie falls below the standard of quality 
prescribed by paragraph (b) (1) of this 
section, the label shall bear the general 
statement of substandard quality speci­
fied in § 130.14(a) of this chapter, in the 
manner and form specified therein; but 
in lieu of the words prescribed for the 
second line inside the rectangle, the 
label may bear the alternative statement
“Below standard in quality _______”,
the blank being filled in with the follow­
ing words, as applicable: “too few cher­
ries”, or “blemished cherries”. Such 
alternative statement shall immediately 
and conspicuously precede or follow, 
without intervening written, printed, or 
graphic matter, the name of the food as 
prescribed by paragraph (a) of this 
section.

PART 155— CANNED VEGETABLES 
Subpart A— [Reserved]

Subpart B— Requirements for Specific 
Standardized Canned Vegetables

Sec.
155.120 Canned green beans and canned 

wax beans.
155.130 Canned corn.
155.131 Canned field corn.
155.170 Canned peas.
155.172 Canned dry peas.
155.190 Canned tomatoes.
155.191 Tomato paste.
155.192 Tomato puree.
155.194 Catsup.
155.200 Certain other canned vegetables.
155.201 Canned mushrooms.

A n t h o r i t y : Secs. 401, 701, 52 Stat. 1046
as amended, 1055-1056 as amended (21 U.S.C. 
341, 371) unless otherwise indicated.
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Subpart A— [Reserved]

Subpart B— Requirements for Specific 
Standardized Canned Vegetables

§ 1 5 5 .1 2 0  Canned green beans and 
canned wax beans.

(a) Identity—(1) Definition. Canned 
green beans and canned wax beans are 
the foods prepared from succulent pods 
of fresh green bean or wax bean plants 
conforming to the characteristics of 
Phaseolus vulgaris L. and Phaseolus coc- 
cineus L. The optional color and varietal 
types and styles of the bean ingredient 
are set forth in paragraph (a) (2) of this 
section. The product is packed with water 
or other suitable aqueous liquid medium 
to which may be added one or more of 
the other optional ingredients set forth 
in paragraph (a) (3) of this section. Such 
food is so processed by heat, in an appro­
priate manner before or after being 
sealed in a container, as to prevent spoil­
age.

(2) Optional color and varietal types 
and styles of pack. The optional color 
and varietal types and styles of the bean 
ingredient referred to in paragraph (a)
(1) of this section are:

(i) Optional color types. The beans 
shall be one of the following distinct 
color types: <a) Green; or (b) Wax.

(ii> Optional varietal types—(a) 
Round. Beans having a width not greater 
than IV2 times the thickness of the bean; 
or

(b) Flat. Beans having a width greater 
than IV2 times the thickness of the bean.

(iii) Optional styles of pack—(a) 
Whole. Whole pods of any length.

(b) Shoestring or sliced lengthwise or 
French style. Pods sliced lengthwise or 
a t an angle of less than 45° to the longi­
tudinal axis.

(c) Cuts. Transversely cut pods not 
less than 19 mm (0.75 in) long as meas­
ured along the longitudinal axis, which 
may contain the shorter end pieces that 
result from cutting such pods.

(d) Short cuts. Pieces of pods cut 
transversely of which 75 percent, by 
count, or more are less than 19 mm (0.75 
hi) in length and not more than 1 per­
cent by count are more than 32 mm 
(1& In) in length.

(e) Diagonal cuts. Pods cut in lengths 
as specified in paragraph (a) (2) (iii) (c) 
of this section, except the pods are cut 
a t an angle approximately 45* to the 
longitudinal axis.

(/) Diagonal short cuts. Pods cut in 
lengths as specified in paragraph (a) (2)
(iii) (d) of this section, except the pods 
are cut a t an angle approximately 45° 
to the longitudinal axis.

(gr) Mixture. Any mixture of two or 
more of the styles specified in paragraph
(a) (2) (iii) (a) to (/), inclusive, of this 
section.

(3) Optional ingredients. In addition 
to the optional packing media listed in 
paragraph (a) <1) of this section and the 
optional types and styles of beans in­
gredient listed in paragraph (a)(2) of 
this section, the following safe and suit­
able optional ingredients may be used:

(i) Salt.
(ii) Monosodium glutamate.
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(iii) Disodium inosinate.
(iv) Disodium guanylate.
(v) Hydrolyzed vegetable protein.
(vi) Autolyzed yeast extract.
(vii) Nutritive carbohydrate sweeten­

ers.
(viii) Spice.
(ix) Flavoring (except artificial).
(x) Pieces of green or red peppers or 

mixtures of both, either of which may be 
dried, or other vegetables not exceeding 
in total 15 percent by weight of the fin­
ished product.

(xi) Vinegar.
(xii) Lemon juice cm1 concentrated 

lemon juice.
(xiii) Mint leaves.
(xiv) Butter or margarine in a quan­

tity of not less than 3 percent by weight 
of the finished product. When butter or 
margarine is added, emulsifiers or sta­
bilizers, or both, may be added. No spice 
or flavoring simulating the color or flavor 
imparted by butter or margarine is used.

(4) Labeling—(i) The name of the 
food is “green beans” or “ wax beans” as 
appropriate. Wax beans may be addition­
ally designated “golden” or “yellow”.

(ii) The following shall be included 
as part of the name or in conjunction 
with the name of the food:

(a) A declaration of any flavoring 
that characterizes the product, as speci­
fied in § 101.22 of this chapter.

(b) A declaration of any spice, sea­
soning, or garnishing that character­
izes the product, eg., “with added spice”, 
or, in lieu of the word spice, the common 
name of the spice, eg., “seasoned with 
green peppers”.

(c) The name of the optional style of 
pack of bean ingredient as set forth in 
paragraph (a) (2) (iii) of this section or, 
if a product consists of a mixture of such
styles, the words “mixture o f ____ ”,
the blank to be filled in with the names 
of the styles present, arranged in the 
order of decreasing predominance, if 
any, by weight of such ingredients. If 
the product consists of whole beans and 
the pods are packed parallel to the sides 
of the container, the word “whole” may 
be preceded or followed by the words 
“vertical pack”, or if the pods are cut a t 
both ends and are of substantially equal 
lengths, the words “asparagus style” may 
be used in lieu of the words “vertical 
pack”. If the product consists of “short 
cuts” or “diagonal short cuts” a numer­
ical expression indicating the predom­
inate length of cut in the finished food 
may be used in lieu of the word “short”, 
e.g., “V2 inch cut”.

(iii) The following may be included in 
the name of the food:

(a) The word “stringiest” where the 
beans are in fact stringless.

(b) The pame of the optional varietal 
type as specified in paragraph (a) (2) 
(ii) of this section.

(iv) If a term designating diameter is 
used, it shall be supported by an exact 
graphic representation of the cross sec­
tion of the bean pod or by a statement 
of the maximum diameter In common or 
decimal fractions of an inch and, option­
ally, by the millimeter equivalent stated 
parenthetically. The diameter of a
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whole, cut, diagonal cut, or short cut is 
determined by measuring the thickest 
portion of the pod a t the shorter di­
ameter of the bean perpendicular to the 
longitudinal axis.

(5) Ingredient statement. The name 
of each optional ingredient used shall 
be declared on the label as required by 
the applicable sections of Part 101 of this 
chapter.

(b) Quality—(1) When tested by the 
method prescribed in paragraph (b) (2) 
of this section:

(1) In the case of cut beans and di­
agonal cut beans under paragraph (a)
(2) (iii) (c) and (d) of this section and 
mixtures of two or more optional forms 
under paragraph (a) (2) (iii) (g) of this 
section,, not more than 60 units per 340 g 
(12 oz) drained weight are less than 
13 mm (0.50 in) long: Provided, That 
where the number of units per 340 g (12 
oz) drained weight exceeds 240, not more 
than 25 percent by count of the- total 
units are less than 13 mm (0.50 in) long.

(ii) Not more than 5 percent by weight 
of the units may possess strings that 
will support the weight of 250 g (8.8 oz) 
for 5 seconds or longer.

(iii) The deseeded pods contain not 
more than 0.15 percent by weight of 
fibrous material.

(iv) There are net more than 10 per­
cent by weight of blemished units of 
which amount not more than one-half 
may be materially damaged by insect or 
pathological injury. A unit is considered 
blemished when the aggregate blem­
ished area exceeds the area of a circle 
3 mm ( l/B in) in diameter. Materially 
damaged means that the unit is dam­
aged to the extent that the appearance 
or eating quality of the unit is seriously 
affected.

(v) There are not more than 8 un­
stemmed units per 340 g (12 oz) drained 
weight.

(vi) The combined number of leaves, 
detached stems, and other extraneous 
vegetable matter shall not average more 
than 3 pieces per 340 g (12 oz) drained 
beans.

(2) Canned beans shall be tested by 
the following method to determine 
whether they meet the requirements of 
paragraph (b) (1) of this section:

(i) Distribute the contents of the con­
tainer over the meshes of a U.S. No. 8 
circular sieve with openings of 2.36 mm 
(0.0937 in) which has been previously 
weighed. The diameter of the sieve is
20.3 cm (8 in) if the quantity of the con­
tents of the container is less than 1.36 
kg (3 lb) and- 30.5 cm (12 in) if such 
quantity is 1.36 kg (3 lb) or more. The 
bottom of the sieve is woven-wire cloth 
which complies with the specifications 
for such cloth set forth in the “Defini­
tions of Terms and Explanatory Notes, 
p. xviii, of the “Official Methods of Anal­
ysis of the Association of Official Ana­
lytical Chemists,” 12th Edition, 1975. 
Without shifting the material on the 
sieve, incline the sieve 17 to 20 degrees 
to facilitate drainage. Two minutes from 
the time drainage begins, weigh the sieve 
and the drained material. Record in 
grams the weight so found, less the
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weight of the sieve, as the drained 
weight.

(ii) Pour the drained material from 
the sieve into a flat tray and spread it in 
a layer of fairly uniform thickness. 
Count the total number for units. For 
the purpose of this count—loose seeds, 
pieces of seed, loose stems, and extrane­
ous material are not to be included. Di­
vide the number of units by the drained 
weight recorded in paragraph (b) (2) (i) 
of this section and multiply by 340 to 
obtain the number of units per 340 g (12 
oz.) drained weight.

(iii) Examine, the drained material in 
the tray, weigh and record weight of 
blemished units, count and record the 
number of unstemmed units; and, In 
case the material consists of the option­
al ingredient specified in paragraph (a)
(2) (iii) (c), (d) or (/) of this section, 
count and record the number of units 
which are less than 13 mm (0.50 in.) 
long. If the number Of units per 340 g 
(12 oz.) is 240 or less, divide the number 
of units which are less than 13 mm (0.50 
in.) by the drained weight recorded in 
paragraph (b) (2) (i) of this section and 
multiply by 340 to obtain the number of 
such units per 340 g (12 oz.) drained 
weight. If the number of units per 340 g 
(12 oz.) exceeds 240, divide the number 
of units less than 13 mm (0.50 in.) long 
by the total number of units and multi­
ply by 100 to determine the percentage 
by count of the total units which are 
less than 13 mm (0.50 in.) long.

(a) Divide the weight of blemished 
units by the drained weight recorded in 
paragraph (b) (2) (i) of this section and 
multiply by 100 to obtain the percentage 
by weight of blemished units in the 
container.

(b) Divide the number of unstemmed 
units by the drained weight recorded in 
paragraph (b) (2) (i) of this section and 
multiply by 340 to obtain the number 
of unstemmed units per 340 g (12 oz.) 
of drained weight.

(iv) Remove from the tray the ex­
traneous vegetable material, count, re­
cord count, and return to tray.

(v) Remove from the tray one or more 
representative samples of 99 to 113 g 
(3y2 to 4 ounces) covering each sample 
as taken to prevent evaporation.

(vi) From each representative sample 
selected in paragraph (b) (2) (v) of this 
section, discard any loose seed and ex­
traneous vegetable material and detach 
and discard any attached stems. Except 
with optional style of ingredient specified 
in paragraph (a) (2) (iii) (b) of this sec­
tion (pods sliced lengthwise), trim off, as 
far as the end of the space formerly oc­
cupied by the seed, any portion of pods 
from which the seed has become sepa­
rated. Remove and discard any portions 
of seed from the trimmings and reserve 
the trimmings for paragraph (b) (2)
(viii) of this section. Weigh and record 
the weight of the trimmed pods. Deseed 
the trimmed pods and reserve the de­
seeded pods for paragraph (b) (2) (viii) 
of this section. Remove strings from the 
pods during the deseeding operation. Re­
serve these strings for testing as pre­
scribed in paragraph (b) (2) (vii) of this

section. In the case of pods sliced length­
wise, remove seed and pieces of seed and 
reserve the deseeded pods for use as pre­
scribed in paragraph (b) (2) (viii) of this 
section.

(vfi) If strings have been removed for 
testing, as prescribed in paragraph (b)
(2) (vi) of this section, test them as 
follows:

Fasten clamp, weighted to 250 g (8.8 oz.), 
to one end of the string, grasp the other 
end with the fingers (a cloth may be used 
to aid in holding the string), and lift gently. 
Count the string as tough if it  supports the 
250 g (8.8 oz.) weight for at least 5 seconds. 
If the string breaks before 5 seconds, test 
such parts into which it breaks as are 13 mm 
( in.) or more in length; and if any such 
part of the string supports the 250 g (8.8 oz.) 
weight for at least 5 seconds, count the string 
as tough. Divide the number of tough 
strings by the weight of the sample recorded 
in paragraph (b) (2) (v) of this section and 
multiply by 340 to obtain the number of 
tough strings per 340 g (12 oz.) drained 
weight.

(viii) Combine the deseeded pods with 
the trimmings reserved in paragraph (b)
(2) (vi) of this section, and, if strings 
were tested as prescribed in paragraph
(b) (2) (vii) of this section, add such 
strings broken or unbroken. Weigh and 
record weight of combined material. 
Transfer to the metal cup of a malted- 
milk stirrer and mash with a pestle. 
Wash material adhering to the pestle 
back into cup with 200 cc of boiling 
water. Bring mixture nearly to a boil, 
add 25 cc of 50 percent (by weight) 
sodium hydroxide solution and bring to 
a boil. (If foaming is excessive, 1 cc of 
capryl alcohol may be added.) Boil for 
5 minutes, then stir for 5 minutes with a 
malted-milk stirrer capable of a no-load 

-speed of at least 7,200 rpm. Use a rotor 
with two scalloped buttons shaped as 
shown in Exhibit 1 as follows:

Exhibit 1

r
Jl

T W O  BUTTON 
ROTOR

SCALLOPED
BUTTONS

Transfer the material from the cup to a 
previously weighed 30-mesh monel metal 
screen having a diameter of about 9-10 
cm (3% to 4 in.) and side walls about 2.5 
cm (1 in.) high, and wash fiber on the 
screen with a stream of water u^ing a 
pressure not exceeding a head (vertical 
distance between upper level of water 
and outlet of glass tube) of 152 cm (60 
in.), delivered through a glass tube 7.6

cm (3 in.) long and 3 mm (% in.) inside 
diameter inserted into a rubber tube of 6 
mm (% in.) inside diameter. Wash the 
pulpy portion of the material through 
the screen and continue washing until 
the remaining fibrous material, moist­
ened with phenolphthalein solution, 
does not show any red color after stand­
ing 5 minutes. Again wash to remove 
phenolphthalein. Dry the screen con­
taining the fibrous material for 2 hours 
at 100°C, cool, weigh, and deduct weight 
of screen. Divide the weight of fibrous 
material by the weight of combined de­
seeded pods, trimmings, and strings and 
multiply by 100-to obtain the percentage 
of fibrous material.

(ix) If the drained weight recorded in 
paragraph (b) (2) (i) of this section was 
less than 340 g (12 oz.), open and exam­
ine separately for extraneous material, as 
directed in paragraph (b) (2) (iv) of this 
section, additional containers until a 
total of not less than 340 g (12 oz.) of 
drained material is obtained. -To deter­
mine the number of pieces of extraneous 
vegetable material per 340 g (12 oz.) of 
drained weight, total the number of 
pieces of extraneous vegetable material 
found in all containers opened, divide 
this sum by the sum of the drained 
weights in these containers and multiply 
by 340.

(3) Sampling and acceptance pro­
cedure : A iot is to be considered accept­
able when the number of “defectives” 
does not exceed the acceptance number 
in the sampling plans given in paragraph
(b) (3) (ii) of this section, except ex­
traneous plant material, which is based 
on an average of all the containers ex­
amined.

(i) Definitions of terms to be used in 
the sampling plans in paragraph (b5 (3)
(ii) of this section are as follows:

(a) Lot. A collection of primary con­
tainers or units of the same size, type, 
and style manufactured or packed under 
similar conditions and handled as a 
single unit of trade.

(b) Lot size. The number of primary 
containers or units in the lot.

(c) Sample size (n). The total num­
ber of sample units drawn for examina­
tion from a lot.

(d) Sample unit. A container, the en­
tire contents of a container, a portion 
of the contents of a container, or a com­
posite mixture of product from small 
containers that is sufficient for the ex­
amination or testing as a single unit.

(e) Defective. Any sample unit shall be 
regarded as defective when any of the 
defects or conditions specified in the 
standard of quality under paragraph (b)
(1) of this section are present in excess 
of the stated tolerances.

(/) Acceptance number (c). The max­
imum number of defective sample units 
permitted in the sample in order to con­
sider the lot as meeting the specified 
requirements.

(flO Acceptable quality level (AQL). 
The maximum percent of defective 
sample units permitted in a lot that will 
be accepted approximately 95 percent of 
the time.
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(ii) Sampling plans and acceptance 
procedure:

Acceptable Quality Level 6j5

Lot size (primary con­tainers) : Size of container

Net weight equal to or less than
1 kg (2.2 lb)

n e
4,800 or less......... 13 24,801 to 24,000....... 21 3
24,001 to 48,000...... 29 4
48,001 to 84,000...... 48 6
84.001 to 144,000...... 84 9
144,001 to 240,000..... 126 13
Over 240,000........ 200 »

Net weight greater than 1 kg(2.2 lb) but not more than 4.5kg (10 lb)
n c

2,400 or less......... 13 2
2,401 to 15,000....... 21 3
15,001 to 24,000...... 29 4
24,001 to 42,000...... 48 6
42,001 to 72,000...... 84 9
72,001 to 120,000...... 126 13
Over 120,000..... . 200 19

Net weight greater than 4.5 kg (10 lb)
n c600 or less_____ 13 2601 to 2,000.... 21 3

2,001 to 7,200___ 29 4
7,201 to IS,000. ... 48 6
15,001 to 24,000. - 84 9
24,001 to 42,000. .. 126 13
Over 42,000L___ 200 19

«.=number of primary containers in sample. c=acceptance number.
(4) If the quality of the canned green 

beans or canned wax beans falls below 
the standard of quality prescribed by 
paragraph (b)(1) of this section, the 
label shall bear the general statement of 
substandard quality specified in 1 130.14
(a) of this chapter, in the manner and 
foim therein specified; but in lieu of the 
words prescribed for the second line In­
side the rectangle the following words 
may be used,'when the quality of canned 
green beans or canned wax beans falls 
below the standard in one only of the fol­
lowing respects:

(i) “Excessive number very short 
pieces”, if the canned green beans or 
canned wax beans fail to meet the re­
quirements of paragraph (b)(1) (i) of 
this section.

(ii) “Excessive number blemished, 
units”, if they fail to meet the require­
ments of paragraph (b) (1) (iv) of this 
section.

(iii) “Excessive number unstemmed 
units”, if they fail to meet the require­
ments of paragraph (b)(l)(v) of this 
section.

(iv) “Excessive foreign material”, if 
they fail to meet the requirements of 
paragraph (b) (1) (vi) of this section.
§ 155.130 Canned corn.

(a) Identity—(1) Definition. Canned 
sweet com is the product prepared from 
clean, sound kernels of sweet com 
packed with a suitable liquid packing 
medium which may include water and 
the creamy component from com ker­
nels. The tip caps are removed. The 
product is of the optional styles specified 
in paragraph (a) (2) of this section. It 
may contain one, or any combination of 
two or more, of the optional ingredients
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set forth in paragraph (a) (3) of this 
section. Such food is processed by heat, 
in an appropriate manner, before or 
after being sealed in a container, so as 
to prevent spoilage.

(2) Styles. The optional styles referred 
to in paragraph (a) (1) of this section 
consist of succulent sweet com of the 
yellow (golden) or white color type, con­
forming to Zea mays L. having the sweet 
com characteristic as follows:

(i) Whole kernel or whole grain or cut 
kernel consisting of whole or substan­
tially whole cut kernels packed with a 
liquid medium.

(ii) Cream style consisting of whole or 
partially whole cut kernels packed in a 
creamy component from the com ker­
nels and other liquid or other ingredients 
to form a product of creamy consistency.

(3) Optional ingredients. The follow­
ing safe and suitable optional ihgredients 
may be used:

U) Salt.
(ii) Monosodium glutamate.
(iii) Disodium inosinate.
(iv) Disodium guanylate.
(v) Hydrolyzed vegetable protein.
(vi) Autolyzed yeast extract.
(vii) Nutritive carbohydrate sweeten­

ers.
(viii) Spice.
(ix) Flavoring (except artificial).
(x) Citric acid.
(xi) Starch or food starch-modified 

in cream style com when necessary to 
ensure smoothness.

(xii) Seasonings and garnishes.
(a) Mint leaves.
(b) Pieces of green peppers or red 

peppers, or mixtures erf both, either of 
which may be sweet or hot and may be 
dried, or other vegetables, not exceeding 
15 percent by weight of the finished food.

(c) Lemon juice or concentrated 
lemon juice.

(d) Butter or margarine in a quantity 
not less than 3 percent by weight of the 
finished food. When butter or margarine 
is added, emulsifiers or stabilizers, or 
both, may be added. When butter or 
margarine is added, no spice, or flavoring 
simulating the color or flavor imparted 
by butter or margarine is used.

(4) Labeling. The name of the food is 
“corn” or “sweet com” or “sugar com” 
and shall include a declaration of any 
flavoring that characterizes the product 
as specified in § 101.22 of this chapter 
and a declaration of any spice, seasoning 
or garnishing th a t' characterizes the 
product; for example, “With added 
spice”, “Seasoned with red peppers”, 
“Seasoned with butter”. The name of 
the food shall also include the following:

(i) The optional style of the com in­
gredient as specified in paragraph (a)
(2) of this section.

(ii) The words “vacuum pack” pr 
"vacuum packed” when the com ingre­
dient is as specified in  paragraph (a) (2)
(1) of this section and the weight of the 
liquid in the container, as determined by 
the method prescribed In paragraph (b)
(2) (i) of this section, is not more than 
20 percent of the net weight, and the 
container is closed under conditions 
creating a high vacuum in the container.

(iii) The color type used only when 
the product consists of white com.

(iv) The color type used only when 
the product consists of white com.

(5) Ingredient statement. Each of the 
optional ingredients used shall be de­
clared on the label as required by the 
applicable sections of Part 101 of this 
chapter.

(b) Quality—(1) The standard of 
quality for canned com is as follows:

(1) When tested by the method pre­
scribed in paragraph (b) (2) of this sec­
tion, canned whole-kernel com (para­
graph (a) (2) (i) of this section):

(a) Contains not more than seven 
brown or black discolored kernels or 
pieces of kernel per 400 g. (14 ounces) 
of drained weight;

(b) Contains not more than 1 cubic 
centimeter of pieces of cob for each 400
g. (14 ounces) of drained weight;

(c) Contains not more than 7« square 
centimeters (1.1 square inch) of husk 
per 400 g. (14 ounces) of drained weight; 
and

(d) Contains not more than 180 mm. 
(7 inches) of silk per 28 g. (1 ounce) of 
drained weight.

(ii) When tested by the method pre­
scribed in paragraph (b) (3) of this sec­
tion, canned cream style corn (para­
graph (a)(2) (ii) of this section):

(a) Contains not more than 10 brown 
or blade discolored kernels or pieces of 
kernel per 600 g. (21.4 ounces) of net 
weight;

(b) Contains not more than 1 cubic 
centimeter of pieces of cob per 600 g. 
(21.4 ounces) of net weight;

(c) Contains not more than 7 square 
centimeters (1.1 square Inch) of husk 
per 600 g. (21.4 ounces) of net weight;

(d) Contains not more than 150 mm. 
(6 inches) of silk for each 28 g. (1 ounce) 
of net weight; and

te) Has a consistency such that the 
average diameter of the approximately 
circular area over which the prescribed 
sample spreads does not exceed 30.5 cm. 
(12 inches), except that when the washed 
drained material contains more than 20 
percent of alcohol-insoluble solids, the 
average diameter of the approximately 
circular area over which the prescribed 
sample spreads does not exceed 25.4 cm. 
(10 inches).

(iii) (a) The weight erf the alcohol- 
insoluble solids of whole-kernel com 
(paragraph (a) (2) (i) of this section) 
does not exceed 27 percent of the drained 
weight, when tested by the method pre­
scribed in paragraph (b) (2) of this 
section.

(b) The weight of the alcohol-insolu­
ble solids of the washed drained material 
of cream style com (paragraph (a) (2) 
(ii) of this section) does not exceed 27 
percent of the drained weight of such 
material, when tested by the method pre­
scribed in paragraph (b) (3) of this sec­
tion.

(2) The method referred to in para­
graph (b) (1) of this section for testing 
whole-kernel com (paragraph (a) (2) (D 
of this section) is as follows:

(i) Determine the gross weight of the 
container. Open and distribute the con-
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tents of the container over the meshes 
of a U.S. No. 8 circular sieve which has 
previously been weighed. The diameter 
of the sieve is 20.3 cm. (8 Inches) if the 
quantity of the contents of the container 
is less than 1.36 kg. (3 pounds), and 30.5 
cm. (12 inches) if such quantity is 1.36 
kg. (3 pounds) or more. The bottom of 
the sieve is woven-wire cloth which com­
plies with the specifications for such sieve 
set forth in the “Definitions of Terms and 
Explanatory Notes,” page xviii, of the 
“Official Methods of Analysis of the As­
sociation of Official Analytical Chem­
ists,” 11th edition, 1970.* Without shifting 
the material on the sieve, so indline the 
sieve at approximately 17-20° angle to 
facilitate drainage. Two minutes from 
the time drainage begins, weigh the sieve 
and the drained material. Record, in g. 
(ounces), the weight so found, less the 
weight of the sieve, as the drained 
weight. Dry and weigh the empty con­
tainer and subtract this weight from the 
gross weight to obtain the net weight. 
Calculate the percent of drained liquid 
in the net weight.

(ii) Pour the drained material from 
the sieve into a fiat tray and spread it in 
a layer of fairly uniform thickness. 
Count, but do not remove, the brown or 
black discolored kernels or pieces of ker­
nel and calculate the number per 400 g. 
(14 ounces) of drained material. Remove 
pieces of silk more than 12.7 mm. (one- 
half inch) long, husk, cob, and any pieces 
of material other than com. Measure the 
aggregate length of such pieces of silk 
and calculate the length of silk per 28 g. 
(1 ounce) of drained weight. Spread the 
husk fiat, measure its aggregate area, 
and calculate the area of husk per 400 g. 
(14 ounces) of drained weight. Place all 
pieces of cob under a measured amount 
of water in a cylinder which is so gradu­
ated that the volume can be measured to 
0.1 cubic centimeter. Take the increase in 
volume as the aggregate volume of the 
cob and calculate the volume of cob per 
400 g. (14 ounces) of drained weight.

(iii) Comminute a representative 100 
g. sample of the drained com from which 
the silk, husk, cob, and other material 
which is not com (i.e., peppers) have 
been removed. An equal amount of water 
is used to facilitate this operation. Weigh 
to nearest 0.01 g. a portion of the com­
minuted material equiyalent to approxi­
mately 10 g. of the drained com into a 
600 cubic centimeter beaker. Add 300 
cubic centimeters of 80 percent alcohol 
(by volume), stir, cover beaker, and 
bring to a boil. Simmer slowly for 30 
minutes. Pit a Buchner funnel with a 
previously prepared filter paper of such 
sizes that its edges extend 12.7 mm. (one-, 
half inch) or more up the vertical sides

2 Copies may be obtained from: Association 
of O ffic ia l Analytical Chemists, P.O. Box 540, 
B e n jam in  Franklin Station, Washington, D.C. 
20044.
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of the funnel. The previous preparation 
of the filter paper consists of drying it in 
a fiat-bottomed dish for 2 hours a t 109” 
C, covering the dish with a tight fitting 
coverr cooling it in a desiccator, and 
promptly weighing to the nearest 0.001 
g. After the filter paper is fitted to the 
funnel, apply suction and transfer the 
contents of the beaker to the funnel. Do 
not allow any of the material to run over 
the edge of the paper. Wash the material 
on the filter with 80 percent alcohol (by 
volume) until the washings are clear and 
colorless. Transfer the filter paper with 
the material retained thereon to the 
dish used in preparing the filter paper. 
Dry the material in a ventilated oven, 
without covering the dish, for 2 hours at 
100° C. Place the cover on the dish, cool 
it in a desiccator, and promptly weigh to 
the nearest 0.001 g. From this weight 
subtract the weight of the dish, cover, 
and paper as previously found. Calculate 
the remainder to percentage.

(3) The method referred to in para­
graph (b) (1) of this section for testing 
cream-style com (paragraph (a) (2) 
(ii) of this section) is as follows:

(i) Allow the container to stand at 
least 24 hours a t a temperature of 68° F 
to 85° F. Determine the gross weight, 
open, transfer the contents into a pan, 
and mix thoroughly in such a manner as 
not to incorporate air bubbles. (If the 
net contents of a. single container is less 
than 510 g. (18 ounces) determine the 
gross weight, open, and mix the contents 
of the least number of containers neces­
sary to obtain 510 g. (18 ounces). Fill 
level full a hollow, truncated cone so 
placed on a polished horizontal plate as 
to prevent leakage. The cone has an in­
side bottom diameter of 7.62 cm. (3 
inches), inside top diameter of 5.08 cm. 
(2 Inches), and height of 12.30 cm. (42%2 
inches). As soon as the cone is filled, 
lift it vertically. Determine the average 
of the longest and shortest diameters of 
the approximately circular area on the 
plate covered by the sample 30 seconds 
after lifting the cone. Dry and weigh 
each empty container and subtract the 
weight so found from the gross weight 
to obtain the net weight.

(ii) Transfer the material from the 
plate, cone, and pan onto a U.S. No. 8 
sieve as prescribed in paragraph (b) (2)
(i) of this section. The diameter of the 
sieve is 20.3 cm. (8 inches) if the quan­
tity of the contents of the container is 
less than 1.36 kg. (3 pounds), and 30.5 
cm. (12 inches) if such quantity is 1.36 
kg. (3 pounds) or more. Set the sieve in 
a pan. Add enough water to bring the 
level within 9.53 mm. (three-eighth inch) 
to 6.35 mm. (one-fourth inch) of the top 
of the sieve. Gently wash the material on 
the sieve by combined up-and-down 
and circular motion for 30 seconds. Re­
peat washing with a second portion of 
water. Remove sieve from pan, Incline to
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facilitate drainage, and drain for 2 
minutes.

(iii) From the material remaining on 
the U.S. No. 8 sieve, count, but do not 
remove, the brown or black discolored 
kernels or pieces of kernel and calculate 
the number per 600 g. (21.4 ounces) of 
net weight. Remove pieces of silk more 

> than 12.7 mm. (one-half inch) long, 
husk, cob, and other material which is 
not com (i.e., peppers). Measure aggre­
gate length of such pieces of silk and 
calculate the length per 28 g. (ounce) of 
net weight. Spread the husk flat and 
measure its aggregate area and calcu­
late the area per 600 g. (21.4 ounces) of 
net weight. Place all pieces of cob under 
a measured amount of water in a cylin­
der which is so graduated that the vol­
ume may be measured to 0.1 cubic centi­
meter. Take the increase in volume as 
the aggregate volume of the cob and cal­
culate the volume of cob per 600 g. (21.4 
ounces) of net weight. Take a repre­
sentative 100 g. sample of the material 
remaining on the U.S. No. 8 sieve (if such 
material weighs less than 100 g. take all 
of it) and determine the alcohol-insolu­
ble solids as prescribed in paragraph (b)
(2) (iii) of this section for whole kernel 
com.

(4) Sampling and acceptance proce­
dure. A lot is to be considered acceptable 
when the number of “defectives” does 
not exceed the acceptance number in the 
sampling plans given in paragraph (b)
(4) (ii) of this section.

(i) Definitions of terms to be used in 
the sampling plans in paragraph (b) (4)
(ii) of this section are as follows:

(a) Lot. A collection of primary con­
tainers or units of the same size, type, 
and style manufactured or packed under 
similar conditions and handled as a 
single unit of trade.

(b) Lot size. The number of primary 
containers or units In the lot.

Cc) Sample size (»). The total num­
ber of sample units drawn for examina­
tion from a  lot.

(d) Sample unit. A container, the en­
tire contents of a container, a portion of 
the contents of a container, or a com­
posite mixture of product from small 
containers that is sufficient for the ex­
amination or testing as a single unit.

(e) Defective. Any sample unit shall 
be regarded as defective when any of 
the defects or conditions specified in the 
quality (paragraph (b) (1) of this sec­
tion) and fill of container (paragraph
(c) of this section) standards are pres­
ent in excess of the stated tolerances.

(/) Acceptance number (c). The 
maximum number of defective sample 
units permitted in the sample in order 
to consider the lot as meeting the speci­
fied requirements.

(fir) Acceptable quality level (.AQL). 
The maximum percent of defective 
sample units permitted in a lot that will 
be accepted approximately 95 percent 
of the time.
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(ii) Sampling plans and acceptance 
procedure:

Acceptable quality level 6.5

Lot size (primary containers)
Size of container

Net weight equal to or less than 1 kg (2.2 lb)
n c

4,800 or less....... 13 2
4,801 to 24,000______ 21 3
24,001 to 48,000_____ 29 4
48,001 to 84,000_____ 48 6
84,001 to 144,000____ 84 9
144,001 to 240,000___ 126 13
Over 240,000...... 200 19

Net weight greater than X kg (2.2 lb) but not more than 4.5 kg (10 lb).
n c

2,400 or less...____ 13 2
2,401 to 15,000_____ 21 3
15,001 to 24,000____ 29 4
24,001 to 42,000____ 48 6
42,001 to 72,000____ 84 9
72,001 to 120,000___ 126 13
Over 120,000______ 200 19

Net weight greater than 4.5kg (10 lb)
n c

600 or less........ 13 2
601 to 2,000_______ 21 3
2,001 to 7,200______ 29 4
7,201 to 15,000_____ 48 6
15,001 to 24,000____ 84 9
24,001 to 42,000____ 126 13
Over 42,000_______ 200 19

K=number of primary containers in sample. 
e=acceptance number.

(5) If the quality of canned corn falls 
below the standard prescribed in para­
graph (b)(1) of this section, the label 
shall bear the general statement of sub­
standard quality specified in § 130.14(a) 
of this chapter, in the manner and form 
therein specified; however, if the quality 
of the canned corn falls below standard 
with respect to only one of the factors of 
quality specified by paragraph (b) (1)
(i) (a) to (d) of this section, or by para­
graph (b) (1) (ii) (a) to (e) of this sec­
tion, there may be substituted for the 
second line of such general statement 
of substandard quality, “Good food— 
not high grade”, a new line as specified 
after the corresponding subdivision des­
ignation of paragraph (b) (1) of this 
section, which the canned corn fails to 
meet:

(1) (a) or (11) (a) “Excessive discolored 
Kernels”.

(1) (b) or (11) (b) “Excessive cob”.
(i) (c) or (ii) (c) “Excessive husk”.
(i) \d) or (ii) (d) “Excessive silk”.
(ii) (e) "Excessively liquid”.
(c) Fill of container—(1) The stand­

ard of fill of container for canned corn 
is:

(i) Except in the case of vacuum pack 
com the fill of the com ingredient and 
packing medium, as determined by the 
general method for fill of container pre­
scribed in 1130.12(b) of this chapter, is 
not less than 90 percent of the total

Procedure, in “Official Methods of Anal­
ysis of the Association of Official Analyt­
ical Chemists,” 11th edition, 1970, page 
559, shall not be less than 61 percent 
of the water capacity of the container.

(2) (i) A container that falls below 
the requirement for minimum fill pre­
scribed in paragraph (c) (1) (i) of this 
section is considered a “defective.” The 
food will be deemed to fall below the 
standard of fill when the number of de­
fectives exceeds the acceptance number
(c) in the sampling plans prescribed in 
paragraph (b) (4) of this section.

(ii) Whole kernel will be deemed to 
fall below the standard of fill when the 
average drained weight of all of the 
containers examined according to the 
sampling plans prescribed in paragraph
(b) (4) of this section is less than that 
prescribed in paragraph (c) (1) (ii) of 
this section.

(3) If canned corn falls below the 
standard of fill of container prescribed 
in paragraphs (c)(1) and (2) of this 
section, the label shall bear the general 
statement of substandard fill specified 
in § 130.14(b) of this chapter, in the 
manner and form therein specified.
§ 155.131 Canned field corn.

(a) Identity—(1) Canned field com 
conforms to the definition and stand­
ard of identity, and is subject to the re­
quirements for label statement of op­
tional ingredients, prescribed for canned 
com by § 155.130(a), except that the 
com ingredient consists of succulent 
field com or a mixture of succulent field 
corn and succulent sweet com.

(2) The name of the food conforms 
to the name specified in § 155.130(a) (5), 
except that the words “Corn”, “Sweet 
com”, and “Sugar corn” are replaced by 
the words “Field com”, and the term 
“Golden field com” is not used.

(b) [Reserved.]
(c) Fill of container. Canned cream- 

style field corn conforms to the standard 
of fill of container and label statement 
of substandard fill prescribed for canned 
cream-style corn by § 155.130(c).
§ 155.170 Canned peas.

(a) Identity—(1) Canned peas is the 
food prepared from one of the optional 
pea ingredients, specified in paragraph
(a)(1), of this section, and water. The 
food may contain one or more of the op­
tional ingredients specified in paragraph
(a) (2) of this section and one or more of 
the optional seasonings specified in para­
graph (a) (3) of this section. The food is 
sealed in a container and so processed by 
heat as to prevent spoilage. The optional 
pea ingredients are:

(1) Shelled, succulent peas (Pisurn 
sativum) of Alaska or other smooth skin 
varieties.

(ii) Shelled, succulent peas (Pisum 
sativum) of sweet, wrinkled varieties.

(2) The following optional ingredients 
may be used:

(iv) Disodium guanylate complying 
with the provisions of § 172.530 of this 
chapter.

(v) Hydrolyzed vegetable protein.
(vi) Autolyzed yeast extract.
(vii) Sugar.
(viii) Dextrose. •
(ix) Spice.
(x) Flavoring (except artificial).
(xi) Artificial coloring.

. (xii) Sodium carbonate, sodium bicar­
bonate, sodium hydroxide, calcium hy­
droxide, magnesixim hydroxide, mag­
nesium oxide, magnesium carbonate, or 
any mixture or combination of these in 
such quantity that the pH of the finished 
canned peas is not more than 8, as de­
termined by the glass electrode method 
for the hydrogen ion concentration. ,

(3) The food may be seasoned with 
one or more of the following optional 
seasonings:

(i) Green peppers or red peppers, 
which may be dried.

(ii) Mint leaves.
(iii) Onions, which may be dried.
(iy) Garlic, which may be dried.
(v) Horseradish.
(vi) Lemon juice or concentrated 

lemon juice.
(vii) Butter or margarine in a quantity 

not less than 3 percent by weight of the 
finished food. When butter or margarine 
is added, safe and suitable emulsifiers or 
stabilizers, or both, may be added. When 
butter or margarine is added, no spice, 
flavoring, or coloring simulating the fla­
vor or color imparted by butter or mar­
garine is used.

(4) The name of the optional pea in­
gredient is “early” or “June” or “early 
June”, “sweet” or “sweet wrinkled” or 
“sugar”.

(5) If artificial coloring is present, the 
label shall state that fact in such man­
ner and form as provided in paragraph
(b) (3) of this section.

(6) The name of the food is “peas”. 
The name of the food shall include a dec­
laration of any flavoring that character­
izes the product as specified in § 101.22 of 
this chapter, and a declaration of any 
spice or seasoning that characterizes the 
product; for example, “with added spice”, 
“seasoned with red peppers”, “seasoned 
with butter”. Whenever the name “peas” 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the name of the op­
tional pea ingredient present as speci­
fied in paragraph (a) (4) of this section, 
shall immediately and conspicuously pre­
cede or follow such name, without inter­
vening written, printed, or graphic mat­
ter, except that the' specified varietal 
name of the peas may so intervene.

(7) Each of the optional ingredients 
used shall be declared on the label as re­
quired by the applicable sections of Part 
101 of this chapter.

(b) Quality—(1) T h e  s t a n d a r d  of qual­
i t y  for c a n n e d  p e a s  i s  a s  follows:

(i) Not more than 4 percent by count 
of the peas in the container are spotted 
or otherwise discolored;

(ii) Standard canned peas are nor­
mally colored, not artificially colored;

(iii) The combined weight of pea pods 
and other harmless extraneous vegetable

capacity of the container. (i) Salt.
(ii) In whole kernel com, the drained (ii) Monosodium glutamate,

weight of the com ingredient, as deter- (iii) Disodium inosinate complying
minfvX by sections 32.001 and 32.002 with the provisions of § 172.535 of this 
Canned Products—Drained Weight— chapter.
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material is not more than one-half of 
1 percent of the drained weight of peas 
in the container;

(iv) The weight of pieces of peas is 
not more than 10 percent of the drained 
weight of peas in the container;

(v) Hie skins of not more than 25 
percent by count of the peas in the con-, 
tainer are ruptured to a width of 
inch or more;

(vi) Not less than 90 percent by count 
of the peas in the container are crushed 
by a weight of not more than 907.2 grams 
(2 pounds); and

(vii) The alcohol-insoluble solids of 
Alaska or other smooth skin varieties 
of peas in the container are not more 
than 23.5 percent, and of sweet, wrinkled 
varieties, not more than 21 percent.

(2) Canned peas shall be tested by the 
following methods to determine whether 
or not they meet the requirements of 
paragraph (b) (1) of this section :

(i) After determining the fill of the 
container as prescribed In paragraph (c)
(1) of this section, distribute the con­
tents of the container over the meshes of 
a circular sieve made with No. 8 woven- 
wire cloth which complies with the speci­
fications for such cloth set forth on page 
3 of “Standard Specifications for Sieves,” 
published October 25, 1938, by United 
States Department of Commerce, Na­
tional Bureau of Standards. The diam­
eter of the sieve used is 8 inches if the 
quantity of the contents of the container 
is less than 3 pounds, or 12 inches if 
such quantity is 3 pounds or more. With­
out shifting the peas, so incline the sieve 
as to facilitate drainage. Two minutes 
from the time drainage begins, remove 
the peas from the sieve and weigh them. 
Such weight shall be considered t© be the 
drained weight of the peas. '

(ii) Prom the drained peas obtained 
in paragraph (b) (2)(i) of this section, 
promptly segregate and weigh the pea 
pods and other harmless extraneous veg­
etable material, and the pieces of peas.

(iii) From the drained peas obtained 
in paragraph (b)(2) <i) of this section, 
take at random a subdivision of 190 to 
150 peas, and count them. Immediately 
cover these peas with a portion of the 
liquid obtained in paragraph (b) (2) ii) of 
this section, and add the remaining 
liquid to the drained peas from which the 
subdivision was taken. Count those peas 
in the subdivision which are spotted or 
otherwise discolored, and also those peas 
the skins of which are ruptured to a 
width of y16 inch or more.

(iv) Immediately af ter each pea is ex­
amined by the method prescribed in par­
agraph (b) (2) <iii) of this section, test 
it by removing its skin, placing one of 
its cotyledons, with flat surface down, 
on the approximate center of the level, 
smooth surface of a rigid plate, lowering 
a horizontal disc to the highest point of 
the cotyledon, and measuring the height 
of the cotyledon. The disc is of rigid 
material and is affixed to a rod held 
vertically by a  support through which 
tne rod can freely move upward or 
downward. The -lower face of the disc 
is a smooth, plane surface horizontal to 
the vertical axis of the rod. A device to

which weight .may be added Is affixed to 
the upper end of the rod. Before low­
ering the disc to the cotyledon, adjust 
the combined weight of disc, rod, and 
device to 100 grams. After measuring 
the height of the cotyledon, and shift­
ing the plate, if necessary, so that the 
cotyledon is under the approximate cen­
ter of the disc, add weight to the device 
at a uniform, continuous rate of 12 
grams per second until the cotyledon 
is pressed to one-fourth its previously 
measured height, or until the combined 
weight of disc, rod, and device Is 907.2 
grams (2 pounds). A pea so tested shall 
be considered to be crushed when its 
cotyledon is pressed to one-fourth its 
original height.

(v) Drain the liquid from the peas 
which remained after taking the subdi­
vision as prescribed in paragraph (b)(2) 
(iii) of this section. Transfer the peas 
to a pan, and rinse them with a  volume 
of water equal to twice the capacity of 
the container from which such peas were 
drained in paragraph (b) (2) (i) of this 

- section. Immediately drain the peas 
again by the method prescribed in  para­
graph (b) (2) (i) of this section. After the 
2 minutes’ draining, wipe the moisture 
from the bottom of the sieve. Comminute 
the peas thus drained, stir them to a uni­
form mixture, and weigh 20 grams of 
such mixture into a 600 cc beaker. Add 
300 cc. of 80 percent alcohol (by volume), 
stir, cover beaker, and bring to a boil. 
Simmer slowly for 30 minutes. Pit a 
Buchner funnel with a previously pre­
pared filter paper of such size that Its 
edges extend Yz inch or more up the ver­
tical sides of the funnel. The previous 
preparation of the filter paper consists of 
drying it in a fiat-bottomed dish for 2 
hours a t 100° C, covering the dish with 
a tight-fitting cover, cooling it in a desic­
cator, and promptly weighing. After the 
filter paper is fitted to the funnel, apply 
suction and transfer the contents of the 
beaker to the funnel. Do not allow any of 
the material to run over the edge of the 
paper. Wash the material on the filter 
with 80 percent alcohol (by volume) un­
til the washings are clear and colorless. 
Transfer the filter paper with the ma­
terial retained thereon to the dish used 
in preparing the filter paper. Dry the 
material in a ventilated oven, without 
covering the dish, for 2 horns a t 100° C. 
Place the cover on the dish, cool it in a 
desiccator, and promptly weigh. Prom 
this weight, subtract the weight of the 
dish, cover, and paper, as previously 
found. The weight in grams thus ob­
tained, multiplied by 5, shall he consid­
ered to be the percent of alcohol-insolu­
ble solids.

(3) If the quality of canned peas falls 
below the standard prescribed In para­
graph (b) (1) of this section, the label 
shall bear the general statement of sub­
standard quality specified in § 130.14(a) 
of this chapter, in the manner and form 
therein specified; but in lieu of such gen­
eral statement of substandard quality 
When the quality of canned peas falls 
below the standard in only one respect, 
the label may bear the alternative state­
ment “Below standard in quality______

____ the blank to be filled in with the
words specified after the corresponding 
subparagraph number of paragraphs tb)
(I) of this section which such canned 
peas fail to meet, as follows: (i) “Exces­
sive discolored peas”; (ii) “Artificially 
colored”; (iii) “Excessive foreign ma­
terial”; (iv) “Excessive broken peas”; 
iv) “Excessive cracked peas”; (vi) “Not 
tender”; (vii) “Excessively mealy”. Such 
alternative statement shall immediately 
and conspicuously precede or follow 
without intervening written, printed, or 
graphic matter, the name “Peas” a-nri 
any words and statements required or 
authorized to appear with such name by 
paragraph (a) (4) of this section.

(c) Fill of container—(1) The stand­
ard of fill of container for canned peas is 
a fill such that, when the peas and liquid 
are removed from the container and re ­
turned thereto, the leveled peas (irre­
spective of the quantity of the liquid), 15 
seconds after they are so returned com­
pletely fill the container. Á container with 
lid attached by double seam shall be con­
sidered to be completely filled when it  is 
filled to the level SA& inch vertical dis­
tance below the top of the double seam; 
and a glass container shall be considered 
to be completely filled when it is filled to 
the level y2 inch vertical distance below 
the top of the container.

(2) If canned peas fall below the 
standard of fill of container prescribed 
in paragraph (c) (1) of this section, the 
label shall bear the general statement 
of substandard fill specified in § 130.14
(b) of this chapter, in the manner and. 
form therein specified.
§ 155.172 Canned dry peas.

Canned dry peas conforms to the defi­
nition and standard of identity, and is 
subject to requirements for label state­
ment of optional ingredients prescribed 
for canned peas by § 155.170(a), except 
that:

(a) Identity—(1) The optional pea in­
gredients áre:

(1) Shelled, dry peas iPisum sativum) 
of Alaska or other smooth skin varieties.

(ii) Shelled, dry peas (Pisum sativum) 
of sweet, wrinkled varieties.

(2) The optional ingredients specified 
in § 155.170(a) (2) (xii) shall not be 
used.

(3) The name of the food is “Cooked 
dry peas” or “Soaked dry peas”. The full 
name of the food shall appear on the 
principal display panel of the label in 
type of uniform size, style, and color. The 
optional pea ingredient names specified 
by § 155.170(a) (4) shall not be used on 
labels.

(b) Quality—  (1) The standard of 
quality for canned dry peas is that speci­
fied for canned peas by § 155.170(b) (1) 
and (2), except that:

ii) The alcohol insoluble solids máxi­
mums specified in § 155.170(b) U) (vii) 
do not apply.

(ii) The alcohol insoluble solids meth­
ods specified in § 155.170(b) C2X(v) is not 
used.

(2) If the quality of canned dry peas 
falls below the standard of quality pre­
scribed by paragraph (b) (1) of this sec­
tion the label shall bear the statement of
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substandard quality in the manner and 
form specified in § 155.170(b) (3) for 
canned peas, except that words “Exces­
sively mealy” shall not be used.

(c) Fill of container—(1) The stand­
ard of fill of container for canned dry 
peas is that prescribed for canned peas 
by § 155.170(c) (1).

(2) If canned dry peas fall below the 
standard of fill of container prescribed by 
paragraph (c) (1) of this section, the 
label shall bear the general statement of 
substandard fill specified in § 130.14(h) 
of this chapter, in the manner and form 
therein specified.
§ 155.190 Canned tomatoes.

(a) Identity—(1) Description—(i)
Canned tomatoes is the food prepared 
from mature tomatoes conforming to the 
characteristics of the fruit Lycopersicum 
esculentum P. Mill, of red or reddish 
varieties. The tomatoes may or may not 
be peeled, but shall have had the stems 
and calicies removed and shall have been 
cored, except where the internal core 
is insignificant to texture and appear­
ance.

(ii) Canned tomatoes may contain one 
or more of the safe and suitable optional 
ingredients specified in paragraph (a) (2) 
of this section, be packed without any 
added liquid or in one of the optional 
packing media specified in paragraph (a)
(3) of this section and be prepared in one 
of the styles specified in paragraph (a)
(4) of this section. Such food is sealed in 
a container and before or after sealing is 
so processed by heat as to prevent 
spoilage.

(2) Optional ingredients. One or more 
of the following safe and suitable ingre­
dients may be used:

(i) Calcium salts in a quantity rea­
sonably necessary to firm the tomatoes, 
but the amount of calcium in the finished 
canned tomatoes is not more than 0.045 
percent of the weight, except that when 
the tomatoes are prepared in one of the 
styles specified in paragraph (a) (4) (iv) 
to (vi) of this section the amount of cal­
cium is not more than 0.08 percent of 
the weight of the food.

(ii) Organic acids for the purpose of 
acidification.

(iii) Dry nutritive carbohydrate sweet­
eners whenever any organic acid pro­
vided for in paragraph (a) (2) (ii) of this 
section is used, in a quantity reason­
ably necessary to compensate for the 
tartness resulting from such added acid.

(iv) Salt.
(v) Spices, spice oils.
(vi) Flavoring and seasoning.
(vii) Natural vegtable ingredients such 

as onion, peppers, and celery in a quan­
tity not more than 10 percent by weight 
of the finished food.

(3) Packing media, (i) The liquid 
draining from the tomatoes during or 
after peeling or coring.

(ii) The liquid strained from the resi­
due from preparing tomatoes for canning 
consisting of peels and cores with or 
without tomatoes or pieces thereof.

(iii) The liquid strained from mature 
tomatoes.

RULES AND REGULATIONS

(iv) Tomato juice, tomato puree or 
tomato pulp or tomato paste complying 
with the compositional requirements of 
§§ 155.191, 155.192, and 156.145 of this 
chapter. . .

(4) Styles, (i) Whole.
(ii) Whole and pieces.
(iii) Pieces.
(iv) Diced.
(v) Sliced.
(vi) Wedges.
(5) Name of the food, (i) The name of 

the food is “tomatoes”, except that when 
the tomatoes are not peeled the name is 
“unpeeled tomatoes”.

(ii) The following shall be included as 
part of the name or in close proximity to 
the name of the food:

(a) A declaration of any flavoring that 
characterizes the product as specified in 
§ 101.22 of this chapter.

(b) A declaration of any added spice, 
seasoning, or natural vegetable ingredi­
ent that characterizes the product, (e.g.,
“with added______ ” or, “with---------- ”
the blank to be filled in with the word(s) 
“spiee(s) ”, “seasoning(s) ”, or the name 
(s) of the vegetable(s) used or in lieu of 
the word(s) “spice(s) or “seasoning 
(s)”, the common or usual name(s) of 
the spice(s) or seasoning(s) used) ex­
cept that no declaration of the presence 
of onion, peppers, and celery is required 
for stewed tomatoes.

(c) The word “stewed” if the toma­
toes contain characterizing amounts of 
a t least the three optional vegetables 
listed in paragraph (a) (2) (vii) of this 
section.

(d) The styles: “whole and pieces”, 
“pieces”, “diced”, “sliced”, or “wedges”, 
as appropriate.

(e) The name of the packing medium: 
“tomato paste”, “tomato puree”, or 
“tomato pulp” as provided in paragraph 
(a) (3) (iv) of this section, or “strained 
residual tomato material from prepara­
tion for canning” as provided for in 
paragraph (a) (3) (ii) of this section, as 
appropriate. The name of the packing 
medium shall be preceded by the word 
“with”,

(iii) The following may be included as 
part of the name or in close proximity to 
the name:

(a) The word “whole” if the tomato in­
gredient present is whole or almost whole 
and the drained weight as determined in 
accordance with the method prescribed 
in paragraph (b) (2) of this section is not 
less than 80 percent of the finished food.

(b) The words “solid pack” when none 
of the optional packing media specified 
in paragraph (a) (3) of this section are 
used.

(c) The words “in tomato juice” if 
the packing medium specified in para­
graph (a) (3) (iv) of this section is used.

(6) Label declaration of optional in­
gredients. The name of each optional in- 
gredent used shall be declared on the 
label as required by the applicable sec­
tions of Part 101 of this chapter.

(b) Quality—(1) The standard of 
quality for canned tomatoes is as follows:

(i) The drained weight» as determined 
by the method prescribed in paragraph

(b) (2) (i) of this section, is not less than 
50 percent of the weight of water re­
quired to fill the container, as determined 
by the general method for water capacity 
of containers prescribed in § 130.12(a) of 
this chapter;

(ii) The strength and redness of color 
as determined by the method prescribed 
in paragraph (b) (2) of this section, are 
not less than that of the blended color of 
any combination of the color discs de­
scribed in such method in which one- 
third the area of disc 1, and not more 
than one-third the area of disc 2, is 
exposed;,

(iii) Peel per kilogram (2.2 pounds) of 
the finished food covers an area of not 
more than 15 cm2 (2.3 square inches) 
(6.8 cm2 (1.06 square inch) per pound) 
On average of all containers examined 
provided, however, the area of peel is not 
a factor of quality for canned unpeeled 
tomatoes labeled in accordance with par­
agraph (a) (5) (i) of this section; and

(iv) Blemishes per kilogram (2.2 
pounds) of the finished food cover an 
area of not more than 3.5 cm2 (0.54 
square inch) (1.6 cm2 (0.25 square inch) 
per pound) based on an average of all 
containers examined.

(2) Canned tomatoes shall be tested 
by the following method to determine 
whether or not they meet the require­
ments of paragraph (b) (1) (i) and (ii) of 
this section:

(i) Remove lid from container, but in 
the case of a container with lid attached 
by double seam, do not remove or alter 
the height of the double seam. Tilt the 
opened container so as to distribute the 
contents over the meshes of a circular 
sieve which has previously been weighed. 
The diameter of the sieve used is 20.3 
centimeters (8 inches) if the quantity of 
the contents of the container is less than
1.4 kilograms (3 pounds) or 30.5 centi­
meters (12 inches) if such quantity is 1.4 
kilograms (3 pounds) or more. The 
meshes of such sieve are made by so

'weaving wire of 1.4 mm (0.054 inch) 
diameter as to form square openings 11.3 
mm by 11.3 mm (0.446 inch by 0.446 
inch). Without shifting the tomatoes, so 
incline the sieve as to facilitate drainage 
of the liquid. Two minutes from the time 
drainage begins, weigh the sieve and 
drained tomatoes. The weight so found, 
less the weight of the sieve, shall be con­
sidered to be the drained weight.

(ii) Remove from the sieve the drained 
tomatoes, cut out and segregate succes­
sively those portions of least redness 
until 50 percent of the drained weight 
has been so segregated. Comminute the 
segregated portions to a uniform mixture 
without removing or breaking the seeds. 
Fill the mixture into a black container to 
a depth of at least 25.4 mm (1 inch). 
Free the mixture from air bubbles, and 
skim off or press below the surface all 
visible seeds. Compare the color of the 
mixture, in full diffused daylight or its 
equivalent, with the blended color of 
combinations of the following concentric 
Munsell color discs of equal diameter, or 
the color equivalent of such discs:

(a) Red—Munsell 5 R 2.6/13 (glossy 
finish).
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(b) . Yellow—Munsell 2.5 YR 5/12 

(glossy finish) .
(c) Black—Munsell N 1/ (glossy 

finish).
i d )  Grey—Munsell N 4 (mat finish).
(3) Sampling and acceptance proce­

dure. A lot is to be considered acceptable 
when the number of “defectives” does 
not exceed the acceptance-number in 
the sampling plans given in paragraph 
(b) (3) (ii) of this section.

(i) Definitions of terms to be used in 
the sampling plans in paragraph (b) (3) 
(ii) of this section are as follows:

(a) Lot. A collection of primary con­
tainers or units of the same size, type, 
and style manufactured or packed under 
similar conditions and handled as a sin­
gle unit of trade.

(b) Lot size. The number of primary 
containers or units in the lot.

(c) Sample size (n). The total num­
ber of sample units drawn for examina­
tion from a lot.

(<£> Sample unit. A container, the en­
tire contents of a container, a portion 
of the contents of a container, or a com­
posite mixture of product from small 
containers that is sufficient for examina­
tion or testing as a single unit.

(e) Defective. Any sample unit shall 
be regarded as defective when the sam­
ple unit does not meet the criteria set 
forth in the standards.

(/) Acceptance number (c). The 
maximum number of defective sample 
units permitted in the sample in order to 
consider the lot as meeting the specified 
requirements.

(p) Acceptable quality level (AQL). 
The maximum percent of defective sam­
ple units permitted in a lot that will be 
accepted approximately 95 percent of 
the time.

(ii) Sampling plans and acceptance 
procedure:

Acceptable Quality level 6.5
Lot size (primary size of containercontainers)

4.800 or less..
4.801 to 24,000....
24.001 to 48,000..
48.001 to 84,000.
84.001 to 144,000..
144.001 to 240,000 
Over 240,000

2.400 or less..
2.401 to 15,000..'
15.001 to 24,000...
24.001 to 42,000 
¡g.001 to 72,000..72.001 to 120,000 
Over 120,000

800 or less
601 to 2,000.'."2.001 to 7,200.1. 
7,201 to 15,000..
15.001 to 24,000.
24.001 to 42,000. Over 42,000

Net weight equal to or less than lkg (2.2 lb.)
n c13 221 329 448 684 9126 13200 19

Net weight greater than 1 kg(2.2 lb.) but not more than4.5 kg (101b.)
n c13 2 '21 329 448 684 9126 13200 19

Net weight greater than 4.5
kg (101b.)

n c13 221 329 448 684 9126 13200 19

ot primary containers in sample; «-acceptance number.

(4) If the quality of canned tomatoes 
falls below the standard prescribed in 
paragraph (b) (1) of this section, the la­
bel shall bear the general statement of 
substandard quality specified in § 130.14
(a) of this chapter in the manner and 
form therein specified; if, however, the 
quality of canned tomatoes falls below 
standard with respect to only one of the 
factors of quality specified by paragraph
(b ) (1) (i) to (iii) of this section, there 
may be substituted for the second line of 
such general statement of substandard 
quality (“Good Food—Not High Grade”) 
a new line, appropriate for the corre­
sponding subparagraph designation of 
paragraph (b) (1) of this section which 
the canned tomatoes fail to meet, to read 
as follows: (i) “Poor color” or (ii) “Ex­
cessive peel” or (iii) “Excessive blem­
ishes”.

(c) Fill of container— (. 1) The stand­
ard of fill of container for canned toma­
toes is a fill of not less than 90 percent 
of the total capacity of the container, as 
determined by the general method for 
fill of containers prescribed in § 130.12 
(b) of this chapter.

(2) If canned tomatoes fall below the 
standard of fill of container prescribed 
in paragraph (c) (1) of this section, the 
label shall bear the general statement Qf 
substandard fill specified in § 130.14(b) 
of this chapter, in the manner and form 
therein specified.
§ 155.191 Tomato paste.

(a) Tomato paste is the food prepared 
from one or any combination of two or 
all of the following optional ingredients:

(1) The liquid obtained from mature 
tomatoes of red or reddish varieties.

(2) The liquid obtained from the resi­
due from preparing such tomatoes for 
canning, consisting of peelings and cores 
with or without such tomatoes or pieces 
thereof.

(3) The liquid obtained from the resi­
due from partial extraction of juice from 
such tomatoes.
Such liquid is obtained by so straining 
such tomatoes or residue, with or with­
out heating, as to exclude skins, seeds, 
and other coarse or hard substances. 
Prior to straining, food-grade hydrochlo­
ric acid may be added to the tomato ma­
terial at a rate to obtain a pH no lower 
than 2.0+0.2. Such acid is then neutral­
ized with food-grade sodium hydroxide 
so that the treated tomato material is 
restored to a pH of 4.2 ±0.2, prior to 
straining. I t  is concentrated and may be 
seasoned with one or more of the optional 
ingredients:

(4) Salt (sodium chloride formed dur­
ing acid neutralization shall be consid­
ered added salt).

(5) Spice.
(6) Flavoring.

It may contain, in such quantity as 
neutralizes a part of the tomato acids, 
the optional ingredient:

(7) Baking soda.
When sealed in a container it is so proc­
essed by heat, before or after sealing, as 
to prevent spoilage. I t  contains ijot less 
than 24.0 percent of natural tomato solu­

ble solids as determined by the following 
m ethod:7 Determine the refractive index, 
of the clear serum obtained from the 
product, corrected for temperature, con­
verting the resultant index to “% Su­
crose” in accordance with the “Interna­
tional Scale of Refractive Indices of 
Sucrose at 20° C.,” pages 828-30, Refer­
ence Tables 43.008 and 43.009 of the book 
“Official Methods of Analysis of the As­
sociation of Official Agricultural Chem­
ists,” 10th edition, 1965. If no salt has 
been added, this percent sucrose from the 
reference table shall be considered the 
percent of natural tomato soluble solids. 
If salt has been added, determine the 
percent of sodium chloride by the method 
prescribed on page 519, section 30.009, 
under “Sodium Chloride-Official,” of said 
book. Subtract the percent of sodium 
chloride found from the percent of total 
soluble solids found and multiply the dif­
ference by 1.016. The product shall be 
considered the percent of natural tomato 
soluble solids.

(b) When the optional ingredient 
specified in paragraph (a) (2) of this 
section Is present, In whole or in part, 
the label shall bear the statement “Made 
from” (or Made in part from”, as the 
case may be) “residual tomato material 
from canning”. When the optional in­
gredient specified in paragraph (a) (3) 
of this section is present, in whole or in 
part, the label shall bear the statement 
“Made from” (or “Made in part from”, 
as the case may be) “residual tomato 
material from partial extraction of 
juice”. If both such ingredients are pres­
ent, such statements may be combined 
in the statement “Made from” (or “Made 
in part from”, as the case may be) “re­
sidual tomato material from canning and 
from partial extraction of juice”. When 
the optional ingredient specified in para­
graph (a) (4), (5), or (6) of this section 
is present, the label shall bear the state­
ment or statements “Salt added” or 
“With added salt”, “Spice added” or 
“With added spice”, “Flavoring added” 
or “With added flavoring”, as the case 
may be. When the optional ingredient 
specified in paragraph (a) (7) of this 
section is present, the label shall bear 
the statement “Baking soda added”. If 
two or all of the optional ingredients spe­
cified in paragraphs (a) (4), (5), (6), 
and (7) of this section are present, such 
statements may be combined; for ex­
ample, “Salt, spice, flavoring, and bak- 
mg soda added”. In lieu of the word 
“salt”, “spice”, or “flavoring” in such 
statement or statements, the common or 
usual name of such salt, spice, or flavor­
ing may be used.

(c) Wherever the name “Tomato 
paste” appears on the label so conspic­
uously as to be easily seen under custom-

1 “Collaborative Study of the Determina­
tion of Soluble Solids in Tomato Products by 
Refractive Index Expressed as Percent Suc- 
crose” by Prank C. Lamb, National Canners 
Association, 1950 Sixth Street, Berkeley, CA 
94710, “Journal of the Association of Official 
Analytical Chemists,” vol. 52, No. 5 (1969), 
pp. 1050—54. Adopted as official, first action at 
the 1969 AOAC meeting.
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ary conditions of purchase, the state­
ment or statements specified in this sec­
tion, showing the optional ingredients 
present shall immediately and conspic­
uously precede or follow such name, 
without intervening written, printed, or 
graphic matter.
§ 155.192 Tomato puree.

(a) Tomato puree, tomato pulp, is the 
food prepared from one or any com­
bination of two or all of the following 
optional ingredients:

(1) The liquid obtained from mature 
tomatoes of red or reddish varieties.

(2) The liquid obtained from the resi­
due from preparing such tomatoes for 
canning, consisting of peelings and cores 
with or without such tomatoes or pieces 
thereof.
,^(3) The liquid obtained from the resi­

due from partial extraction of juice from 
such tomatoes.

(4) Salt.
Such liquid is obtained by so straining 
such tomatoes or residue, with or with­
out heating, as to exclude skins, seeds, 
and other coarse or hard substances. 
Prior to straining, food-grade hydro­
chloric acid may be added to the tomato 
material a t a  rate to obtain a pH no 
lower than 2.0±0.2. Such acid is then 
neutralized with food-grade sodium hy­
droxide so that the treated tomoto ma­
terial is restored to a pH of 4.2±0.2, prior 
to straining. It is concentrated and may 
be seasoned with salt (sodium chloride 
formed during acid neutralization shall 
be considered added salt). When sealed 
in a container, it is so processed by heat, 
before or after sealing, as to prevent 
spoilage. I t  contains not less than 8.0 
percent, but less than 24.0 percent, of 
natural tomato soluble solids, as deter­
mined by the following method: ’ Deter­
mine the refractive index of the clear 
serum obtained from the product, cor­
rected for temperature, converting the 
resultant index to “% Sucrose” in ac­
cordance with the “International Scale 
of Refractive Indices of Sucrose at 20° 
C.,” pages 931-33, 935, Reference Tables 
47.012, 47.013, and 47.015 of the book 
“Official Methods of Analysis of the As­
sociation of Official Analytical Chemists,” 
11th edition, 1971. If no salt has been 
added, this percent Sucrose from the 
reference table shall be considered the 
percent of natural tomato soluble solids. 
If salt has been added, determine the 
percent of sodium chloride by the method 
prescribed on page 561, section 32.017, 
under “Sodium Chloride—Official,” of 
said book. Subtract the percent of sodium 
chloride from the percent of total sol­
uble solids found and multiply the dif­
ference by 1.016. The product shall be

7 “Collaborative Study of the Determina­
tion of Soluble Solids in Tomato Products by 
Refractive Index Expressed as Percent Suc- 
crose” by Prank C. Lamb, National Canners 
Association, 1950 Sixth Street,. Berkeley, CA 
94710, “Journal of the Association of Official 
Analytical Chemists,” vol. 52, No. 5 (1969), 
pp. 1050-54. Adopted as official, first action at 
the 1969 AOAC meeting.

considered the percent of natural tomato 
soluble solids.

(b) (1) When the optional ingredient 
specified in paragraph (a) (2) of this 
section is present, in whole or in part, 
the label shall bear the statement “Made 
from residual tomato material from can­
ning” or “Made in part from residual 
tomato material from canning”, as the 
case may be. When the optional ingredi­
ent specified in paragraph (a) (3) of this 
section is present, in whole or in part, 
the label shall .bear the statement “Made 
from residual tomato material from par­
tial extraction of juice” or “Made in part 
from residual tomato material from par­
tial extraction of juice”, as the case may 
be. If both such ingredients are present, 
such statements may be combined in the 
statement “Made from residual tomato 
material from canning and from partial 
extraction of juice” or “Made in part 
from residual tomato material from can­
ning and from partial extraction of 
juice”, as the case may be. When the 
optional ingredient specified in para­
graph (a) (4) of this section is present, 
the label shall bear the statement “Salt 
added” or “With added salt”.

(2) The name specified for the food 
covered by this section is “tomato puree” 
or alternatively “tomato pulp”; however, 
if the only optional tomato ingredient 
used is the ingredient specified in para­
graph (a) (1) of this section and the food 
contains not less than 20.0 percent of 
natural tomato soluble solids, the name 
“concentrated tomato juice” may be used 
in lieU of the names “tomato puree” or 
“tomato pulp”.

(3) Wherever the name “Tomato 
puree” or “Tomato pulp” appears on the 
label so conspicuously as to be easily 
seen under customary conditions of pur­
chase, the statement or statements spec­
ified in this section, showing the optional 
ingredients present, shall immediately 
and conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter.
§ 155.194 Catsup.

(a) Catsup, ketchup, catchup, is the 
food prepared from one or any com­
bination of two or all of the following 
optional ingredients:

(1) The liquid obtained from mature 
tomatoes of red or reddish varieties.

(2) The liquid obtained from the resi­
due from preparing such tomatoes for 
canning, consisting of peelings and cores 
with or without such tomatoes or pieces 
thereof.
” (3) The liquid obtained from the res­
idue from partial extraction of juice 
from such tomatoes.
Such liquid is obtained by so straining 
such tomatoes or residue, with or with­
out heating, as to exclude skins, seeds, 
and other coarse or hard substances. 
Prior to straining, food-grade hydro­
chloric acid may be added to the tomato 
material at a rate to obtain a pH no lower 
than 2.0±0.2. Such acid is then neutral­
ized with food-grade sodium hydroxide so 
that the treated tomato material is re­
stored to a pH of 4.2 ±0.2, prior to strain­
ing. It is concentrated ttnd seasoned with

salt (sodium chloride formed during acid 
neutralization shall be considered added 
salt), a vinegar or vinegars, spices or 
flavorings or both, and onions or garlic 
or both, and is sweetened with sugar, or 
dextrose, or com sirup (including dried 
com sirup), or glucose sirup (including 
dried glucose sirup) , or any mixture of 
these; provided that when the solids of 
com simp, or dried corn sirup, or glu­
cose simp, or dried glucose sirup (or any 
combination of these) used contains less 
than 58 percent by weight of reducing 
sugars calculated as anhydrous dextrose, 
then such com sirup or glucose sirup 
shall be mixed with sugar or dextrose or 
both, in such quantity that the weight 
of the solids of such com sirup or dried 
com simp or both, or glucose sirup, or 
dried glucose sirup or both, is not more 
than one-third of the weight of the 
solids of such mixture. When sealed in a 
container, it is so processed by heat, be­
fore or after sealing, as to prevent 
spoilage.

(b) (1) For the purposes of this sec­
tion, the term “corn simp” means refined 
com simp (including dried corn simp) 
the solids of which contain not less than 
40 percent by weight of reducing sugars 
calculated as anhydrous dextrose.

(2) The term “glucose simp” means a 
clarified, concentrated, aqueous solution 
of the products obtained by the incom­
plete hydrolysis of any edible starch. 
The solids of glucose simp contain not 
less than 40 percent by weight of re­
ducing sugars calculated as anhydrous 
dextrose. “Dried glucose sirup” means 
the product obtained by drying “glucose 
sirup.”

(c) When optional ingredient speci­
fied in paragraph (a) (2) of this section, 
is present, in whole or in part, the label 
shall bear the statement “Made from
_____ ” (or “Made In part from --------”,
as the case may be) “Residual tomato 
material from canning”. When op­
tional ingredient specified in paragraph
(a) (3) of this section is present, in whole 
or in part, the label shall bear the state­
ment “Made fro m _____ ” (or “Made in
part fro m ____”, as the case may be)
“Residual tomato material from partial 
extraction of juice”. If both such in­
gredients are present, such statements 
may be combined in .the statement “Made
fro m _____” (or “Made in part from
_____ ”, as the. case may be) “Residual
tomato material from canning and 
from partial extraction of juice”. 
Wherever the name “Catsup”, “Ketch­
up” or “Catchup” appears on the label 
so conspicuously as to be easily seen un­
der customary conditions of purchase, 
the statement or statements specified in 
this paragraph showing the optional in­
gredients present shall immediately and 
conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter.
§ 155.200 Certain other canned vege­

tables.
(a) The canned vegetables for which 

definitions and standards of identity are 
prescribed by this section are those 
named in column I of the table set forth
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in paragraph (b) of this section: The 
vegetable ingredient in each such canned 
vegetables obtained by proper prepara­
tion from the succulent vegetable pre­
s c r i b e d  in column n  of such table. If 
two or more forms of such ingredient are 
designated in column i n  of such table, 
the vegetable in each such form is an

optional ingredient. To the vegetable 
ingredient additional ingredients as re­
quired or permitted by paragraph (c) of 
this section are added, and the food is 
sealed in a container and so processed 
by heat as to prevent spoilage.

(b) The table referred to in paragraph
(a) of this section is as follows:

Name or synonym of canned vegetable

III
Optional forms of vegetable ingredient

Artichokes.

Asparagus.

Flower buds of the artichoke plant.. _

Bean sprouts. Shelled beans.

Lima beans or butter beans__
Beets........... .... .

Beet greens.......... ...
Broccoli_____—Brussels sprouts . Cabbage__
Carrots....:Cauliflower.
Celery_____ ....Collards.______Dandelion greens.Kale_________
Mushrooms... 1 _..
Mustard greens.Okra... ... .Onions.......iParsnips....__

Edible portions of sprouts of the asparagus plant, as follows:3 and %  in or more of upper end....3 and %  in or more of peeled upper end. Not less than 2 and %  in but less than 3 and %  in of upper end Less than 2 and %  in of Upper end....Sprouts cut in p i e c e s . ..._____Sprouts from which the tip has been removed, cut in pieces. •Sprouts of the Mung bean...___:__ ___Seed shelled from green or wax bean pods, with or without snaps (pieces of imma­ture unshelled pods). 'Seed shelled from the pods of the lima bean plant.Root of the beet plant....________ ___

Leaves, or leaves and immature root, of the beet plant.
Heads of the broccoli plant________
Sprouts of the brussels sprouts plant.......
Out .pieces of the heads of the cabbage plant.
Root of the carrot plant....... ..................
Cut pieces of thfe head of the cauliflower plant.
Stalks of the celery plant_________-A—
Leaves of the collard plant_________
Leaves of the dandelion plant-___:____
Leaves of the kale plant..______ ____
Cap and stem of the mushroom_______
Leaves of the mustard plant........
Pods of the okra plant_______....
Bulb of the onion plant..__ ___
Root of the parsnip plant_____ ...

Whole; half or halves or halved; whole hearts; halved hearts; quartered hearts.

Stalks or spears.Peeled stalks or peeled spears.Tips.
Points. \Cut stalks or cut spears.Bottom cuts or cuts— tips removed.

Whole; slices or sliced; quarters or quartered; dice or diced; cut; shoe­string or French style or julienne.

Do.

Cut; hearts.

Black-eye peas or black-eyed peas.
Field peas_____ 1— ____

Oreen sweet peppers...
Red sweet peppers___
Pimientos or pimentos.
Potatoes____ _

Seed shelled from pods of the black-eye pea plant, with or without snaps (pieces of immature unshelled pods).Seed shelled from pods of the field pea plant (other than the black-eye pea plant), with or without snaps (pieces of immature unshelled pods).Green pods of the sweet pepper plant____

Buttons; whole; slices or sliced; pieces and stems.
Whole; cut.Do.Whole; quarters or quartered; slices oi sliced; cut; shoestring or French style or julienne.

Rutabagas
Salsify__ _— _Spinach___..I . Il
Sweetpotatoes__ __

Swiss chard.Trafiles......Turnip greens. Turnips____;

Red-ripe pods of the sweet pepper plant... Red-ripe pods of the pimiento, pimento, pepper plant.Tuber of the potato plant___ _________

Root of the rutabaga plant.
Root of the salsify plant.....Leaves of the spinach plant.__Tuber of the sweetpotato plant.

Leaves of the Swiss chard plant..Fruit of the truffle___________Leaves of the turnip plant....Root of the turnip plant______

Whole; halves or halved; pieces; dice or diced; strips; chopped.Do.Whole, halves or halved; pieces; dice or diced; slices or sliced; chopped.Whole; slices or sliced; dice or diced; pieces; shoestring or French style or julienne; French fry cut.Whole; quarters or quartered; slices or sliced; dice or diced; cut.
Whole leaf; cut leaf or sliced; chopped.Whole; mashed; pieces or cuts or cut (longitudinally cut halves may be named on labels as halves or halved in lieu of pieces or cuts or cut).

Whole; quarters or quartered; slice sliced; diee or diced; cut.

(c) Water is added to the vegetable 
ingredient, except that pimientos may 
be canned with or without added water, 
and sweet potatoes in mashed form are 
canned, without added water. Asparagus 
may be canned with added water, aspara­
gus juice, or. a mixture of both. For the 
purposes of this section, asparagus juice 
is the clear, unfermented liquid expressed 
from the washed and heated sprouts or 
Parts of sprouts of the asparagus plant, 
and mixtures of asparagus juice and 
water are considered to be water when

such mixtures are used as a packing 
medium for canned asparagus. In the 
case of artichokes, a vinegar or any safe 
and suitable organic acid, which either 
is not a food additive as defined in sec­
tion 201 (s) of the Federal Food, Drug, 
and Cosmetic Act, or if it is a food addi­
tive as so defined, is used in conformity 
with regulations established pursuant to 
section 409 of the act, is added in such 
quantity as to reduce the pH of the fin­
ished canned vegetable to 4.5 or below. 
The following optional ingredients, in

the case of the vegetables specified, may 
be added:

(1) An edible vegetable oil, in the 
cases of artichokes and pimientos.

(2) Snaps, in the cases of shelled 
beans, black-eyed peas, and field peas.

(3) In the case of all vegetables 
(except canned mushrooms and except 
canned mashed sweetpotatoes as regards 
the seasonings lised in paragraph (c) (3)
(iii) of this section) one or more of 
the following optional seasoning in­
gredients may be added in a quantity 
sufficient to season the food.

(i) Refined sugar (sucrose).
(ii) Refined com sugar (dextrose).
(iii) Com sirup, glucose sirup.
(iv) Dried com sirup, dried glucose 

sirup.
(v) Spice.
(vi) A vinegar.
(vii) Green peppers or red peppers 

which may be dried.
(viii) Mint leaves.
(ix) Onions, which may be dried.
(x) Garlic, which may be dried.
(xi) Horseradish.
(xii) Lemon juice or concentrated 

lemon juice.
(xiii) Butter or margarine in a quan­

tity not less than 3 percent by weight 
of the finished food. When butter or mar­
garine is added, safe and suitable emul­
sifiers or stabilizers, or both, may be 
added. When butter or margarine is 
added, no spice or flavoring simulating 
the color or flavor imparted by butter 
or margarine is used.

(4) In the case of all vegetables, the 
following optional ingredients may be 
added:

(i) Salt.
(ii) Monosodium glutamate.
(iii) Disodium inosinate complying 

with the provisions of § 172.535 of this 
chapter.

(iv) Disodium guanylate complying 
with the provisions of § 172.530 of this 
chapter.

(v) Hydrolyzed vegetable protein.
(vi) Autolyzed yeast extract.
(5) In the case of all vegetables except 

canned mushrooms, flavoring (except 
artificial) may be added.

(6) (i) In the case of potatoes, puri­
fied calcium chloride, calcium sulfate, 
calcium citrate, monocalcium phosphate, 
or any mixture of two or more such cal­
cium salts, in a quantity reasonably nec­
essary to firm the potatoes, but in no 
case in a quantity such that the calcium 
contained in any such salt or mixture is 
more than 0.1 percent of the weight of 
the finished food.

(ii) In the case of green sweet peppers, 
red sweet peppers, or lima beans, purified 
calcium chloride, calcium sulfate, calci­
um citrate, monocalcium phosphate, or 
any mixture of two or more such calcium 
salts, in a quantity reasonably necessary 
to firm the peppers or lima beans, but 
in no case in a quantity such that the 
calcium contained in such calcium salt 
or mixture is more than 0.026 percent of 
the weight of the finished food.

(ill) In the case of canned bean 
sprouts, calcium lactate may be added in 
an amount reasonably necessary to im-
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prove crispness but not in an amount 
such that calcium contained therein ex­
ceeds 0.051 percent of the weight of the 
finished food.

(iv) In the case of carrots, purified 
calcium chloride, calcium sulfate, calci­
um citrate, monocalcium phosphate, or 
any mixture of two or more such calcium 
salts, in a quantity reasonably necessary 
to firm the carrots, but in no case in a 
quantity such that the calcium contained 
in any such salt or mixture is more than 
0.036 percent by weight of the finished 
food.

(7) In the case of canned mushrooms, 
ascorbic acid (vitamin C) may be added 
in a quantity not to exceed 37.5 milli­
grams for each ounce of drained weight 
of mushrooms.

(8) In the case of canned artichokes 
packed in glass containers, ascorbic acid 
may be added in a quantity not to ex­
ceed 32 milligrams per 100 grams of the 
finished food.

(9) In  the case of canned asparagus 
packed in glass containers, stannous 
chloride may be added in a quantity not 
to exceed 15 parts per million calculated 
as tin (Sn), except that in the case of 
asparagus packed in glass containers 
with lids lined with an inert material the 
quantity of stannous chloride added may 
exceed 15 parts per million but not 20 
parts per million calculated as tin (Sn).

(10) In the case of canned black-eyed 
peas, disodium EDTA may be added in a 
quantity not to exceed 145 parts per 
million.

(11) In  the case of potatoes, calcium 
disodium EDTA may be added in a quan­
tity not to exceed 110 parts per million.

(12) A vinegar or any safe and suit­
able organic acid, which either is not a 
food additive as defined in section 201 (s) 
of the Federal Food, Drug, and Cosmetic 
Act, or if it is a food additive-as so de­
fined, is used in conformity with regula­
tions established pursuant to section 409 
of the act, in the cases of all vegetables 
(except artichokes, in which the quantity 
of such optional ingredient is prescribed 
by the introductory text of paragraph (c) 
of this section, and except canned mush­
rooms, in wjaich no such ingredient is 
permitted), in a quantity which, together 
with the amount of any lemon juice or 
concentrated lemon juice that may be 
added, is not more than sufficient to 
permit effective processing by heat with­
out discoloration or other impairment of 
I/I3.G article

(d) The name of each canned vege­
table for which a definition and stand­
ard of identity is prescribed by this sec­
tion is the name or any synonym thereof 
whereby such vegetable is designated in 
column I of the table in paragraph (b) 
of this section.

(e) When two or more forms of the 
vegetable are specified in column in  of 
the table in paragraph (b) of this sec­
tion, the label shall bear the specified 
word or words, or in case synonyms are 
so specified, one of such synonyms, show­
ing the form of the vegetable ingredient 
present; except that in  the case of 
canned spinach, if the whole leaf is the 
optional form used, the word “spinach”

unmodified may be used in lieu of the 
words “whole leaf spinach”.

(f) (1) If the optional ingredient spec­
ified in paragraph (c) (1) of this section 
is present, the label shall bear the state­
ment “___ _______ oil added” or “With
added __c________oil”, the blank being
filled in with the common or usual name 
of the oil.

(2) If asparagus juice is used as a 
packing medium in canned asparagus, 
the label shall bear the statement 
“Packed in asparagus juice”.

(3) If the optional ingredient specified 
in paragraph (c) (2) of this section is 
present, the label shall bear the state­
ment “With snaps”.

(g) The name of the food shall in­
clude a declaration of any flavoring that 
characterizes the product as specified in 
§ 101.122 of this chapter, and a declara­
tion of any spice or seasoning that char­
acterizes the product; for example, 
“with added spice”, “seasoned with red 
peppers”, “seasoned with butter”. 
Wherever the name of the vegetable ap­
pears on the label so conspicuously as to 
be easily seen under customary condi­
tions of purchase, the words and state­
ments specified in paragraphs (e) and
(f) (1) through (3) of this section shall 
immediately and conspicuously precede 
or follow such name, without intervening 
written, printed, or graphic matter, ex­
cept that the varietal name of the vege­
table may so intervene.

(h) Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter.

less than 62 percent of the water ca­
pacity of the container, if such water 
capacity is 25 ounces avoirdupois or 
more.

(3) Water capacity of containers is 
determined by the general method pro­
vided in § 130.12 of this chapter.,

(4) Drained weight is determined by 
the following method; Tilt the opened 
container so as to distribute the con­
tents evenly over the meshes of a cir­
cular sieve which has been previously 
weighed. The diameter of the sieve is 
8 inches if the quantity of contents of 
the container is less than 3 pounds, and 
12 inches if such quantity is 3 pounds or 
more. The bottom of the sieve is woven- 
wire cloth which complies with the spec­
ifications for such cloth set forth under 
“2380 Micron (No. 8)” in table I of 
“Standard Specifications for Sieves,” 
published March 1, 1940, in L.C. 584 of 
the U.S. Department of Commerce, 
National Bureau of Standards. Without 
shifting the material on the sieve, so in­
cline the sieve as to facilitate drainage. 
Two minutes after drainage begins, 
weigh the sieve and drained mushrooms. 
The weight so found, less the weight of 
the sieve, shall be considered to be the 
weight of drained mushrooms.

(5) If canned mushrooms fall below 
the applicable standard of fill of con­
tainer prescribed in paragraph (c) (1) or
(2) of this section, the label shall bear 
the general statement of substandard 
fill specified in § 130.14(b) of this chap­
ter, in the manner and form therein 
specified.

§ 155.201 Canned mushrooms.
(a) Identity. The standard of identity 

for canned mushrooms is part of the 
standard of identity for certain other 
canned vegetables under § 155.200.

(b) [Reserved]
(c) Fill of container. The standard of 

fill of container for canned mushrooms 
is a fill such that;

(1) The weight of drained mushrooms 
in a container the dimensions of which 
are specified in the following table is not 
less than the weight of drained mush­
rooms prescribed in such table for such 
container:

Trade designation
Overall dimensions ■ sealed can (inches) Weight in ounces of drained mush­rooms (avoirdu­pois)

Diameter Height

202 x 204..... .... 2M 2
211x212......... 2i H« 2M 8
300 x 400......... 3 4 4
307 x 510.... .... 3 U e 5% 16
603 x 700--------- 6iMe 7 68

(2) The drained weight of mushrooms 
in containers of a size not specified in 
paragraph (c) (1) of this section is not 
less than 56 percent of the water capacity 
of the container, if such water capacity 
is less than 11.0 ounces avoirdupois; not 
less than 59 percent of the water capac­
ity of the container, if such water ca­
pacity is 11.0 ounces or more but less 
than 25 ounces avoirdupois; and not

PART 156— VEGETABLE JUICES 
Subpart A— [Reserved]

Subpart B— Requirements for Specific 
Standardized Vegetable Juices

Sec.
156.145 Tomato juice.
156.147 Yellow tomato Juice.
( Authority: Secs. 401, 701, 52 Stat. 1046 as 
amended, 1055-1056 as amended (21 U.S.C. 
341, 371).

Subpart A— [Reserved]
Subpart B— Requirements for Specific 

Standardized Vegetable Juices
§ 156.145 Tomato juice.

(a) Tomato juice is the unconcen­
trated liquid extracted from mature to­
matoes of red or reddish varieties, with 
or without scalding followed by dram- 
ing. In the extraction of such hqvaa, 
heat may be applied by any 
which does not add water thereto, Sucn 
liquid is strained free from skins, seeds, 
and other coarse or hard substances, du 
carries finely divided insoluble solids 
from the flesh of the tomato. Such liquid 
may be homogenized, and may be sea­
soned with salt. Such liquid m a y  contain 
added ascorbic acid in a quantity sucn 
that the total vitamin C in each fluid 
ounce of the finished food is 10 milli­
grams as determined by the method pre­
scribed in sections 39.051-39.055 of the 
Official Methods of Analysis of the Asso­
ciation of Official Analytical Chemists, 
11th ed, 1970, pp. 777-778, under “Vita-
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min C (Ascorbic Acid) Official Final 
Action".2 When sealed in a container, it 
is so processed by heat, before or after 
sealing, as to prevent spoilage.

(b) Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter. Tomato juice to 
which vitamin C has been added may 
bear on its label the statement “En­
riched with Vitamin C” in accordance 
with § 104.5 of this chapter or “with 
added vitamin C” or a similar statement.

Effective Date Note: At 39 PR 20884, June 
14, 1974, § 156.145 (formerly § 53.1) was re­
vised. At 39 FR 31898, Sept. 3, 1974, the ef­
fective date was stayed pending a public 
hearing, ior the convenience of the user the 
currently effective section follows:
§ 156.145 Tomato ju ice; identity.

Tomato Juice is the unconcentrated liquid 
extracted from mature tomatoes of red or 
reddish varieties, with or without scalding 
followed by draining. In the extraction of 
such liquid, heat may be applied by any 
method which does not add water thereto. 
Such liquid is strained free from skins, seeds, 
and other coarse or hard substances, but car­
ries finely divided insoluble solids from the 
flesh of the tomato. Such liquid may be 
homogenized, and may be seasoned with 
salt. When sealed In a container it Is so proc­
essed by heat, before or after sealing, as to 
prevent spoilage  ̂ .....  [ " '—~ —
§ 156.147 Yellow tomato juice.

Yellow tomato juice is the unconcen­
trated liquid extracted from mature to­
matoes of yellow varieties. I t  conforms, 
In all other respects, to the definition 
and standard of identity for tomato 
juice prescribed in § 156.145.

PART 158— FROZEN VEGETABLES
Subpart A—General Provisions 

Sec. ' ■ . . '
158.3 Definitions.

Subpart B— Requirements for Specific 
Standardized Frozen Vegetables

158.170 Frozen peas.
Authority: Secs. 401, 701, 52 Stat. 1046 as 

amended, 1055-1056, as amended (21 U.S.C. 
341, 371).

Subpart A— General Provisions 
§ 158.3 Definitions.

For the purposes of this part the fol­
lowing definitions shall apply :

(a) Lot. A collection of primary con­
tainers or units of the same size, type 
and style manufactured or packed under 
similar conditions and handled as a sin­
gle unit of trade.

(b) Lot size. The number”of primary 
containers or units (pounds when in 
bulk) in the lot.

(c) Sample size. The total number of 
sample units drawn for examination 
from a lot.

(d) Sample unit. A container, a por­
tion of the-contents of a container, or a 
composite mixture of product from small

2 Copies may be obtained from : Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C. 20044.

containers that is sufficient for the ex­
amination or testing as a single unit.

(e) Defective. Any sample unit shall be 
regarded as defective when the sample 
unit does not meet the criteria set forth 
in the standards.

(f) Acceptance number. The maximum 
number of defective sample units per­
mitted in the sample in order to consider 
the lot as meeting the specified require­
ments. The following acceptance num­
bers shall apply:

Lot size (primary container) Size container

Net weight equal to or less than 1 kg (2.2 lb)
n  e4,800 or less........... 13 2

4,801 to 24,000......... 21 3
24,001 to 48,000........ 29 4
48,001 to 84,000........ 48 684,001 to 144,000....... 84 9
144,001 to 240,000...... 126 13
Over 240,000______ ___ 200 19

Net weight greater than 
lk g  (2.2 lb)

n eNumber of pounds:20,000 or less........ 13 2
More than 20,000 to 100,000........... 21 3
More than 100,000 to 200,000........... 29 4More than 200,000 to 400,000.......... 48 6More than 400,000 to 600,000....... ... 84 9
More than 600,000 to 1,000,000 128 13
More than 1,000,000___ 200 19

n=number of sample units.e=acceptance number.
(g) Acceptable quality level (AQL). 

The maximum percent of defective sam­
ple units permitted in a lot that will be 
accepted approximately 95 percent of the 
time.

Subpart B— Requirements for Specific 
Standardized Frozen Vegetables

§ 158.170 Frozen peas. .
(a) Identity—(1) Product definition. 

Frozen peas is the food in “package” 
form as that term is defined in § 1.1(b) 
of this chapter, prepared from the suc­
culent seed of the pea plant of the species 
Pisum sativum L. Any suitable variety of 
pea may be used. It is blanched, drained, 
and preserved by freezing in such a way 
that the range of temperature of maxi­
mum crystallization is passed quickly. 
The freezing process shall not be re­
garded as complete until the product 
temperature has reached —18° C (0° F) 
or lower at the thermal center, after 
thermal stabilization. Such food may 
contain one, or any combination of two 
or more, of the following safe and suit­
able optional ingredients:

(1) Natural and artificial flavors.
(ii) Condiments such as spices and 

mint leaves.
(iii) Dry nutritive carbohydrate sweet­

eners. *
(iv) Salt.
(v) Monosodium glutamate and other 

glutamic acid salts.
(2) Size specifications. If size graded, 

frozen peas shall contain not less than 80 
percent by weight of peas of the size de­

clared or of smaller sizes. The sample 
unit may not contain more than 20 per­
cent by weight of peas of the next two 
larger sizes, of which not more than one 
quarter by weight of such peas may be 
of the larger of these two sizes, and may 
contain no peas larger than the next two 
larger sizes, if such there be. The follow­
ing sizes and designations shall apply:

Round hole sieve size through 
whieh peas will pass
M illim e te r s Inch

Size designation: 
Extra small___ . Up to 7.5............................ 0.295
Very small___ . Up to 8,2...................... . .32
Small........ . ... Up to 8.75...... .................... .34
M edium........... Up to 10.2_____________ .40
Large________ . Over 10.2_________ _____ .40

(3) Labeling. The name of the product 
is “peas”. The term “early”, “June”, or 
“early June” shall precede or follow the 
name in the case of smooth-skin or sub­
stantially smooth-skin peas, such as 
Alaska-type peas. Where the peas are 
of sweet green wrinkled varieties, the 
name may include the designation 
“sweet”, “green”; “wrinkled”, or any com­
bination thereof. The label shall contain 
the words “frozen” or “quick frozen”. 
The name of the food shall include a 
declaration of any flavoring that char­
acterizes the product as specified in 
§ 101.22 of this chapter and a declaration 
of any condiment such as spices and mint 
leaves that characterizes the product, 
e.g., “Spice added”. Where a statement 
of pea size is made, such statement shall 
indicate either the size designation as 
specified in paragraph (a) (2) of this sec­
tion or the applicable sieve size. However, 
the optional descriptive words “petite” 
or “tiny” may be used in conjunction 
with the product name when an average 
of 80 percent or more of the peas will pass 
through a circular opening of a diameter 
of 8.75 mm (0.34 in) or less for sweet 
green wrinkled peas and 8.2 mm (0.32 
in) for smooth-skin or substantially 
smooth-skin peas, such as Alaska-type 
peas.

(4) Ingredient statement. The name of 
each of the ingredients used shall be de­
clared on the label as required by the ap­
plicable sections of Part 101 of this 
chapter.

(b) Quality—(1) The standard of 
quality for frozen peas is as follows:

(i) Not more than 4 percent by weight 
blond peas, i.e., yellow or white but edi­
ble peas;

(ii) Not more than 10 percent by 
weight blemished peas, i.e., slightly 
stained or spotted peas;

(iii) Not more than 2 percent by weight 
seriously blemished peas, i.e., peas that 
are hard, shrivelled, spotted, discolored 
or otherwise blemished to an extent that 
the appearance or eating quality is seri­
ously affected;

(iv) Not more than 15 percent by 
weight pea fragments,. i.e., portions of 
peas, separated or individual cotyledons, 
crushed, partial or broken cotyledons 
and loose skins, but excluding entire 
intact peas with skins detached;

(v) Not more than 0.5 percent by 
weight, or more than 12 sq cm (2 sq in)
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in area, extraneous vegetable material, 
i.e., vine or leaf or pod material from 
the pea plant or other such material per 
sample unit as defined in paragraph (b)" 
of this section,

(vi) The sum of the pea material de­
scribed in / paragraph (b) (1) (i), (ii),
(iii) and (iv) of this section shall not 
exceed 15 percent,

(vii) For peas that meet the organolep­
tic and analytical characteristics of 
sweet green wrinkled varieties:

(a) The alcohol-insoluble solids may 
not be more than 19 percent based on 
the procedure set forth in paragraph (b)
(3) of this section.

(5) Not more than 15 percent by 
count of the peas may sink in a solution 
containing 16 percent salt by weight ac­
cording to the brine flotation test set 
forth in paragraph (b) (4) of this section;

(viii) For smooth-skin or substantially 
smooth-skin varieties the alcohol insolu­
ble solids may not be more than 23 per­
cent based on the procedure set forth in 
paragraph (b) (3) of this section.

(ix) The quality of a lot shall be con­
sidered acceptable when the number of 
defectives does not exceed the accept­
ance number in the sampling plans set 
forth in § 158.3(f).

(2) The sample unit for determining 
compliance with the requirements of 
paragraph (b) (1) of this section other 
than those of paragraphs (b) (1) (vii) (a) 
and (b)XI) (viii) of this section, shall be 
500 g (17.6 oz). For the determination of 
alcohol-insoluble solids as specified in 
paragraph (b) (3) of this section, the 
container may be the sample unit.

(3) Alcohol-insoluble solids determi­
nation.

(i) Extracting solutions:
(a) One hundred parts of ethanol de­

natured with five parts of methanol vol­
ume to volume (formula 3A denatured 
alcohol), or

(b) A mixture of 95 parts of formula 
3A denatured alcohol and five parts of 
isopropanol v/v.

(ii) Eighty percent alcohol (8 liters of 
extracting solutions, specified in para­
graph (b) (3) (i) (a) or (b) of this sec­
tion, diluted to 9.5 liters with water).

(iii) Drying dish—a flat-bottom dish 
with a tight fitting cover.

(iv) Drying oven—a properly venti­
lated oven thermostatically controlled at 
100±2° C.

(v) Procedure—Transfer frozen con­
sents of package to plastic bag; tie bag 
securely and immerse in water bath with 
continuous flow at room temperature. 
Avoid agitation of bag during thawing 
by using clamps or weights. When sample 
completely thaws, remove bag, blot off 
adhering water, and transfer peas to U.S. 
No. 8 sieve, using (20 cm.) size for con­
tainer of less than 3 lb. net weight and 
(30.5 cm.) for larger quantities. Without 
shifting peas, incline sieve to aid drain­
age, drain 2 minutes. With cloth wipe 
surplus water frpm lower screen surface. 
Weigh 250 g. of peas into high-speed 
blender, add 250 g. of water and blend 
to smooth paste. For less than 250 g. 
sample, use entire sample with equal 
weight of water. Weight 20 g. ±10 mg. of
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the paste into 250 ml. distillation flask, 
add 120 ml. of extracting solutions speci­
fied in paragraph (b)(3)(i) (a) or (b) 
of this section, and reflux 30 minutes on 
steam or water bath or hotplate. Fit into 
a buchner funnel a filter paper of appro­
priate size (previously prepared by dry­
ing in flatbottom dish for 2 hours in 
drying oven, covering, cooling in desic­
cator, and weighing). Apply vacuum to 
buchner funnel and transfer contents of 
beaker so as to avoid running over edge 
of paper. Aspirate to dryness and wash 
material on filter with 80 percent alcohol 
until washings are clear and colorless. 
Transfer paper and alcohol-insoluble 
solids to drying dish used to prepare 
paper, dry uncovered for 2 hours in dry­
ing oven, cover, cool in desiccator, and 
weigh a t once. From this weight deduct 
weight of dish, cover, and paper. Cal­
culate percent by weight of alcohol- 
insoluble solids.

(4) Brine flotation test, (i) Explana­
tion—The brine flotation test utilizes 
salt solution^ of various specific gravities 
to separate the peas according to matur­
ity. The brine solutions are based on the 
percentage by weight of pure salt (NaCl) 
in solution at 20° C. In making the test 
the brine solutions are standardized to 
the proper specific gravity equivalent to 
the specified “percent of salt solutions 
at 20° C” by using a salometer spindle 
accurately calibrated at 20° C. A 250 ml. 
glass beaker or similar receptacle is filled 
with the brine solution to a depth of ap­
proximately 50 mm. The brine solution 
and sample (100 peas per container) 
must be at the same temperature and 
should closely approximate 20°- C. .

(ii) Procedure—After carefully remov­
ing the skins from the peas, place the 
peas into the solution. Pieces of peas and 
loose skins should not be used in making 
the brine flotation test. If cotyledons 
divide, use both cotyledons in the test 
and consider the two separated cotyle­
dons as 1 pea; and, if an odd cotyledon 
sinks, consider it as one pea. Only peas 
that sink to the bottom of the receptacle 
within 10 seconds after immersion are 
counted as “peas that sink”.

(5) If the quality of the frozen peas 
falls below the standard prescribed in 
paragraph (b)(1) of this section, the 
label shall bear the general Statement of 
substandard quality specified in the Code 
of Federal Regulations but in lieu of the 
words prescribed in the second line of 
the rectangle the following words may be 
used where the frozen peas fall below the 
standard in only one respect: “Below
standard in q u ality_____ ”, the blank
to be filled in with the specific reason for 
substandard quality as listed In the 
standard.

PART 160— EGGS AND EGG PRODUCTS 
Subpart A— [Reserved]

Subpart B—Requirements for Specific Eggs and 
Egg Products

Sec.
160.100 E ggs.
160.105 D ried  eggs.
160.110 F ro zen  eggs.
160.115 L iq u id  eggs.
160.140 E gg  w h ite s .
160.145 D ried  egg  w h ite s .

S ec .
160.150 F ro zen  eg g  w h ites .
160.180 E gg y o lk s .
160.185 D r ied  egg  y o lk s .
160.190 F ro zen  egg  y o lk s .

Authority: S ecs. 401, 701, 52 S ta t . 1046, as 
am en d ed , 1055-1056, as a m en d ed  (21 U.S.C. 
341, 371) u n le s s  o th er w ise  n o ted .

Subpart A— [Reserved]
Subpart B— Requirements for Specific 
Standardized Eggs and Egg Products

§ 160.100 Eggs»
No regulation shall be promulgated 

fixing and establishing a reasonable defi­
nition and standard of identity for the 
food commonly known as eggs.
§ 160.105 Dried eggs.

(a) Dried eggs, dried whole eggs are 
prepared by drying liquid eggs that con­
form to § 160.115, with such precautions 
that the finished food is free of viable 
Salmonella microorganisms. They may 
be powdered. Before drying, the glucose 
content of the liquid eggs may be reduced 
by one of the optional procedures set 
forth in paragraph (b) of this section. 
Either silicon dioxide complying with the 
provisions of § 172.480 of this chapter 
or sodium silicoaluminate may be added 
as an optional anticaking ingredient, but 
the amount of silicon dioxide used is not 
more than 1 percent and the amount of 
sodium silicoaluminate used is less than 
2 percent by weight of the finished food. 
The finished food shall contain not less 
than 95 percent by weight total egg 
solids.

(b) The optional glucose-removirg 
procedures are: '

(1) Enzyme procedure. A glucose-
oxidase-catalase preparation and hydro­
gen peroxide solution are added to the 
liquid eggs. The quantity used and the 
time of reaction are sufficient to substan­
tially reduce the glucose content of the 
liquid eggs. The glucose-oxidase-cata­
lase preparation used is one that is gen­
erally recognized as safe within the 
meaning of section 201 (s) of the Fed­
eral Food, Drug, and Cosmetic Act. The 
hydrogen peroxide solution used shall 
comply with the specifications of the 
United States Pharmacopeia, except that 
it may exceed the concentration specified 
therein and it does not contain a 
preservative. *

(2) Yeast procedure. The pH of the 
liquid eggs is adjusted to the range of
6.0 to 7.0, if necessary, by the addition 
of dilute, chemically pure hydrochloric 
acid, and controlled fermentation is 
maintained by adding food-grade baker’s 
yeast (.Saccharomyces cerevisiae). The 
quantity of yeast used and the time of 
reaction are sufficient to substantially 
reduce the glucose content of the liquid 
eggs.

(c) The name of the food for which a 
definition and standard of identity is 
prescribed by this section is “Dried eggs” 
or “Dried whole eggs” and if the glucose 
content was reduced, aS provided in par­
agraph (b) of this section, the name 
shall be followed immediately by the 
statement “Glucose removed for stabil­
ity” or “Stabilized, glucose removed”.
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(d) (1) When either of the optional 
anticaking ingredients specified in para­
graph (a) of this section is used, the 
label shall bear the statement “Not more 
than 1 percent, silicon dioxide added as 
an anticaking agent” or “Less than 2 
percent sodium silicoaluminate added as 
an anticakihg agent”,' whichever is 
applicable.

(2) The name of any optional ingre­
dient used, as provided in paragraph (d) 
(1) of this section, shall be listed on the 
principal display panel or panels of the 
label with such prominence and con­
spicuousness as to render such statement 
likely to be read and understood by the 
ordinary individual under customary 
conditions of purchase.
§160 .110  Frozen eggs.

(a) Frozen eggs, frozen whole eggs, 
frozen mixed eggs is the food prepared by 
freezing liquid eggs that conform to 
§ 160.115, with such precautions that the 
finished food is free of viable Salmonella 
microorganisms.

(b) Monosodium phosphate or mono- 
potassium phosphate may be added 
either directly or in a water carrier, but 
the amount added does not exceed 0.5 
percent of the weight of the frozen eggs. 
If a water carrier is used, it shall contain 
not less than 50 percent by weight of 
such monosodium phosphate or monopo­
tassium phosphate.

(c) When one of the optional ingre­
dients specified in paragraph (b) of this 
section is used, the label shall bear the 
statement “Monosodium phosphate (or 
monopotassium phosphate) added to 
preserve color”, or, in case the optional 
ingredient used is added in a water car­
rier, the statement shall be “’Monoso­
dium phosphate (or monopotassium
phosphate), w i th _____„ percent water
as a carrier, added to preserve color”, 
the blank being filled in to show the per­
cent by weight of water used in propor­
tion to the weight of the finished food. 
The statement declaring the optional in­
gredient used shall appear on the princi­
pal display panel or panels with such 
prominence and conspicuousness as to 
render it likely to be read and under­
stood under customary conditions of 
purchase.
§ 160.115 Liquid eggs.

Liquid eggs, mixed eggs, liquid whole 
eggs, mixed whole eggs are eggs of the 
domestic hen broken from the shells and 
with yolks and whites in their natural 
proportion as so broken. They may be 
mixed, or mixed and strained, and they 
are pasteurized or otherwise treated to 
destroy all viable Salmonella microor­
ganisms. Pasteurization or such other 
treatment is deemed to permit the add­
ing of safe and suitable substances (other 
than chemical preservatives) that are 
essential to the method of pasteuriza­
tion or other treatment used. For the 
purposes of this paragraph, safe and 
suitable substances are those that per­
form a useful function in the pasteuriza­
tion or other treatment to render the 
liquid eggs free of viable Salmonella mi­
croorganisms, and that are not food ad­

ditives as defined in section 201 (s) of the 
Federal Food, Drug, and Cosmetic Act; 
or, if they are food additives, they are 
used in conformity with regulations es­
tablished pursuant to section 409 of the 
act.
§ 160.140 Egg whites.

(a) Egg whites, liquid egg whites, liq­
uid egg albumen is the food obtained 
from eggs of the domestic hen, broken 
from the shells and separated from 
yolks. The food may be mixed, or mixed 
and strained, and is pasteurized or other­
wise treated to destroy all viable Sal­
monella microorganisms. Pasteuriza­
tion or such other treatment is deemed 
to permit the adding of safe and suitable 
substances (other than chemical preserv­
atives) that are essential to the method 
of pasteurization or other treatment 
used. Safe and suitable substances that 
aid in protecting or restoring the whip­
ping properties of liquid egg whites may 
be added. For the purposes of this para­
graph, safe and suitable substances are 
those that perform a useful function as 
whipping aids or in the pasteurization 
or other treatment to render liquid egg 
whites free of viable Salmonella micro­
organisms and that are not food addi­
tives as defined in section 201 (s) of the 
Federal Food, Drug, and Cosmetic Act; 
or, if they are food additives, they are 
used in conformity with regulations es­
tablished pursuant to section 409 of the 
act.

(b) Any optional ingredients used as 
whipping aids, as provided for in para­
graph (a) of this section, shall be named 
on the principal display panel or panels 
of labels with such prominence and con­
spicuousness as to render such names 
likely to be read and understood by ordi­
nary individuals under customary condi­
tions of purchase.
§ 160.145 Dried egg whiles.

(a) The food dried egg whites, egg 
white solids, dried egg albumen, egg al­
bumen solids is prepared by drying liq­
uid egg whites conforming to the re­
quirements of § 160.140 (or deviating 
from that section only by not being Sal­
monella free). As a preliminary step to 
drying, the glucose content of the liquid 
egg whites is reduced by adjusting the 
pH, where necessary, with food-grade 
acid and by following one of the optional 
procedures set forth in paragraph (b) of 
this section. If the food is prepared 
from liquid egg whites conforming in all 
respecte to the requirements of § 160.140, 
drying shall be done with such precau­
tions that the finished food is free of 
viable Salmonella microorganisms. If 
the food is prepared from liquid egg 
whites that are not Salmonella free, the 
dried product shall be so treated by heat 
or otherwise as to render the finished 
food free of viable Salmonella micro­
organisms. Dried egg whites may be 
powdered.

(b) The optional glucose-removing
procedures are; s-

(1) Enzyme procedure. A glucose- 
oxidase-catalase preparation and hy­
drogen peroxide solution are added to

liquid egg whites. The quantity used and 
the time of reaction are sufficient to sub­
stantially reduce the glucose content. 
The glucose-oxidase-catalase prepara­
tion used is one that is generally recog­
nized as safe within the meaning of sec­
tion 201 (s) of the Federal Food, Drug, 
and Cosmetic Act. The hydrogen perox­
ide solution used shall comply with the 
specifications * of the United States 
Pharmacopeia, except that it may exceed 
the concentration specified therein and 
it does not contain a preservative.

(2) Controlled fermentation proce­
dures—(i) Yeast procedure. Food-grade 
baker’s yeast (Saccharomyces cerevisiae) 
is added to the liquid egg whites and 
controlled fermentation is maintained. 
The quantity of yeast used and the time 
of reaction are sufficient to substantially 
reduce the glucose content.

(ii) Bacterial procedure. The liquid 
egg whites are subjected to the action ofx 
a culture of glucose-fermenting bacteria 
either generally recognized as safe with­
in the meaning of section 201 (s) of the 
Federal Food, Drug, and Cosmetic Act 
or the subject of a regulation established 
pursuant to section 409 of the act, and 
the culture is used in conformity with 
such regulation. The quantity of the 
culture used is sufficient to predominate 
in the fermentation and the time and 
temperature of reaction are sufficient to 
substantially reduce the glucose content.

(c) When the dried egg whites are 
prepared from liquid egg whites contain­
ing any optional ingredients added as 
whipping aids, as provided for in 
§ 160.140(a), the common names of such 
optional ingredients shall be listed on 
the principar display panel or panels of 
the label with such prominence and con­
spicuousness as to render the names 
likely to be read and understood by ordi­
nary individuals under customary con­
ditions of purchase.
§ 160.150 Frozen egg whites.

(a) Frozen egg whites, frozen egg al­
bumen is the food prepared by freezing 
liquid egg whites that conform to § 160.- 
140, with such precautions that the fin­
ished food is free of viable Salmonella 
microorganisms.

(b) When frozen egg whites are pre­
pared from liquid egg whites containing 
any optional ingredients added as whip­
ping aids, as provided for in § 160.140(a), 
the common names of such optional in­
gredients shall be listed on the principal 
display panel or panels of the label with 
such prominence and conspicuousness as 
to render such names likely to be read 
and understood by ordinary individuals 
under customary conditions of purchase.
§ 160.180 Egg yolks.

Egg yolks, liquid egg yolks, yolks, liq­
uid yolks are yolks of eggs of the domestic 
hen, so separated from the whites thereof 
as to contain not less than 43 percent 
total egg solids, as determined by the 
method prescribed in “Official Methods 
of Analysis of the Association of Official 
Agricultural Chemists,” 10th edition, 
1965, p. 257, sections 16.002 and 16.003, 
under “Total Solids.” They may be
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mixed, or mixed and strained, and they 
are pasteurized or otherwise treated to 
destroy all viable Salmonella microorga­
nisms. Pasteurization or such other 
treatment is deemed to permit the add­
ing of safe and suitable substances (other 
than chemical preservatives) that are 
essential to the method of pasteurization 
or otfyer treatment used. For the pur­
poses of this paragraph, safe and suitable 
substances are those that perform a use­
ful function in the pasteurization or 
other treatment to render the egg yolks 
free of viable Salmonella microorga­
nisms, and that are not food additives as 
defined in section 201 (s) of the Federal 
Food, Drug, and Cosmetic Act; or, if 
they are food additives, they are used in 
conformity with regulations established 
pursuant to section 409 of the act.
§ 160.185 Dried egg yolks.

(a) Dried egg yolks, dried yolks is 
the food prepared by drying egg yolks 
that conform to § 160.180, with such pre­
cautions that the finished food is free 
of viable Salmonella microorganisms. 
Before drying, the glucose content of the 
liquid egg yolks may be reduced by one 
of the optional procedures set forth in 
paragraph (b) of this section. Either sili­
con dioxide complying with the provi­
sions of § 172.480 of this chapter or 
sodium silicoaluminate may be added as 
an optional anticaking ingredient, but 
the amount of silicon dioxide used is not 
more than 1 percent and the amount of 
sodium silicoaluminate used is less than 
2 percent by weight of the finished food. 
The finished food shall contain not less 
than 95 percent by weight total egg 
solids.

(b) The optional glucose-removing 
procedures are:

(1) Enzyme procedure. A glucose- 
oxidase-catalase preparation and hydro­
gen peroxide solution are added to the 
liquid egg yolks. The quantity used and 
the time of reaction are sufficient to 
substantially reduce the glucose content 
of the liquid egg yolks. The glucose- 
oxidase-catalase preparation used is one 
that is generally recognized as safe 
within the meaning of section 201 (s) of 
the Federal Food,. Drug, and Cosmetic 
Act. The hydrogen peroxide solution 
used shall comply with the specification 
of the United States Pharmacopeia, ex­
cept that it may exceed the concentra­
tion specified therein and it does not 
contain a preservative.

(2) Yeast procedure. The pH of the 
liquid egg yolks is adjusted to the range 
of 6.0 to 7.0, if necessary, by tlife addition 
of dilute, chemically pure hydrochloric 
acid, and controlled fermentation is 
maintained by adding food-grade baker’s 
yeast (Saccharomyces cerevisiae). The 
quantity of yeast used and the time of 
reaction are sufficient to substantially 
reduce the glucose content of the liquid 
egg yolks.

(c) The name of the food for which 
a definition and standard of identity is 
prescribed by this section is “Dried egg 
yolks”, or “Dried yolks”,? and if the glu­
cose content was reduced, as provided 
in paragraph (b) of this section, the

name shall be followed immediately by 
the statement “Glucose removed for 
stability” or “Stabilized, glucose re­
moved”.

(d)(1) When either of the optional 
anticaking ingredients specified in para­
graph (a) of this section is used, the label 
shall bear the statement “Not more than 
1 percent silicon dioxide added as an 
anticaking agent” or “Less than 2 per­
cent sodium silicoaluminate added as ah 
anticaking agent”, whichever is appli­
cable.

(2) The name of any optional in­
gredient used, as provided in para­
graph (d)(1) of this section, shall 
be listed on the principal display panel 
or panels of the label with such promi­
nence and conspicuousness as to render 
such statement likely to be read and 
understood by the ordinary individual 
under customary conditions of purchase.
§ 160.190 Frozen egg yolks.

Frozen egg yolks, frozen yolks is the 
food prepared by freezing egg yolks that 
conform to § 160.180, with such precau­
tions that the finished food is free of 
viable Salmonella microorganisms.
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Subpart A— General Provisions
§ 161.30 Declaration o f quantity of con­

tents oil labels for canned oysters.
(a) For many years packers of canned 

oysters in the Gulf area of the United 
States have labeled their output with a 
declaration of the drained weight of oys­
ters in the containers. Packers in other 
areas have marketed canned oysters 
with a declaration of the total weight 
of the contents of the container. In­
vestigation reveals that under present- 
day practice consumers generally do 
not discard the liquid packing medium, 
but use it as a part of the food. Section 
403(e)(2) of the Federal Food, Drug, 
and Cosmetic Act and the regulations 
thereunder require food in package form

to bear an accurate label statement of 
the quantity of food in tiie container.

(b) It is concluded that compliance 
with the label declaration of quantity 
of contents requirement will be met by 
an accurate declaration of the total 
weight of the contents of the can. The 
requirements of § 161.145(c), establish­
ing a standard of fill of container for 
canned oysters and.specifying the state­
ment of substandard fill for those canned 
oysters failing to meet that standard re­
main unaffected by this interpretation.
(Sec. 4Q3, 52 Stat. 1047, as amended; 21 
U.S.C. 343)

Subpart B— Requirements for Specific 
Standardized Fish and Shellfish

§ 161.130 Oysters.
(a) Oysters, raw oysters, shucked 

oysters, are the class of foods each of 
which is obtained by shucking shell 
oysters and preparing them in accord­
ance with the procedure prescribed in 
paragraph (b) of this section. The 
name of each such food is the name 
specified in the applicable definition 
and standard of identity prescribed in 
§§ 161.131 to 161.140, inclusive.

(b) If water, or salt, water containing 
less than 0.75 percent salt, is used in any 
vessel into which the oysters are shucked 
the combined volume of oysters and liq­
uid when such oysters are emptied from 
such'vessel is not less than four times the 
volume of such water or salt water. Any 
liquid accumulated with the oysters* is 
removed. The oysters are washed, by 
blowing or otherwise, in water or salt 
water, or both, The total time that the 
oysters are in contact with water or salt 
water after leaving the shucker, includ­
ing the time of washing, rinsing, and any 
other contact with water or salt water is 
not more than '30 minutes. In com­
puting the time of contact with water or 
salt water, the length of time* that oysters 
are in contact with water or salt water 
that is agitated by blowing or otherwise, 
shall be calculated at twice its actual 
length. Any period of time that oysters 
are in contact with salt water containing 
not less than 0.75 percent salt before 
contact with oysters, shall not be in­
cluded in computing the time that the 
oysters are in contact with water or salt 
water. Before packing into the contain­
ers for shipment or other delivery for 
consumption the oysters are thoroughly 
drained and .are packed without any 
added substance.

(c) For the purposes of this section:
(1) “Shell oysters” means live oysters, 

of any of the species, Ostrea virginica, 
Ostrea gigas, Ostrea lurida, in the shell, 
which, after removal from their beds, 
have not been floated or otherwise held 
under conditions which result in the ad­
dition of water.

(2) “Thoroughly drained” means one 
of the following:

(i) The oysters are drained on a 
strainer or skimmer which has an area 
of not less than 300 square inches per 
gallon of oysters, drained, and has per­
forations of a t least % of an inch in 
diameter and not more than IV\ inches
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apart, or perforations of equivalent areas 
and distribution. The oysters are dis­
tributed evenly over the draining sur­
face of the skimmer and drained for not 
less than 5 minutes; or

(ii) The oysters are drained by any 
method other than that prescribed by 
paragraph (c)(2)(i) of this section 
whereby liquid from the oysters is re­
moved so that when the oysters are test­
ed within 15 minutes after packing by 
draining a representative gallon of oys­
ters on a skimmer of the dimensions and 
in the manner described in paragraph
(c) (2) (i) of this section for 2 minutes, 
not more than 5 percent of liquid by 
weight is removed by such draining.
§ 161.131 Extra large oysters.

Extra large oysters, oysters counts (or 
plants), extra large raw oysters, raw 
oysters counts (or plants), extra large 
shucked oysters, Shucked oysters counts 
(or plants), are of the species Ostrea 
virginica and conform «to the definition 
and standard of identity prescribed for 
oysters by § 161.130 and are of such size 
that 1 gallon contains not more than 160 
oysters and a quart of the smallest oys­
ters selected therefrom contains not 
more than 44 oysters.
§ 161.132 Large oysters.

Large oysters, oysters extra selects, 
large raw oysters, raw oysters extra se­
lects, large shucked oysters, shucked oys­
ters extra selects, are of the species 
Ostrea virginica and conform to the def­
inition and standard of identity pre­
scribed for oysters by § 161.130 and are of 
such size that 1 gallon contains more 
than 160 oysters but not more than 210 
oysters; a quart of the smallest oysters 
selected therefrom contains not more 
than 58 oysters, and a quart of the larg­
est oysters selected therefrom contains 
more than 36 oysters.
§ 161.133 Medium oysters.

Medium oysters, oysters selects, me­
dium raw oysters, raw oysters selects, 
medium shucked oysters, shucked oys­
ters selects, are of the species Ostrea 
virginica and conform to the definition 
and standard of identity prescribed, for 
oysters by § 161.130 and are of such size 
that 1 gallon contains more than 210 
oysters, but not more than 300 oysters; 
a quart of the smallest oysters selected 
therefrom contains not more than 83 
oysters, and a quart of the largest oysters 
selected therefrom contains more than 
46 oysters.
§ 161.134 Small oysters.

Small oysters, oysters standards, small 
raw oysters, raw oysters standards, small 
shucked oysters, shucked oysters stand­
ards, are of the species Ostrea virginica 
and conform to the definition and stand­
ards of identity prescribed for oysters by 
§ 161.130 and are of such size that 1 gal­
lon contains more than 300 oysters but 
not more than 500 oysters; a quart of the 
smallest oysters selected therefrom con­
tains not more than 138 oysters and a 
quart of the largest oysters "selected 
therefrom contains more than 68 oysters.
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§ 161.135 Very small oysters.
Very small oysters, very small raw 

oysters, very small shucked oysters are 
of the species Ostrea virginica and con­
form to the definition and standard of 
identity prescribed for oysters by § 161.- 
130 and are of such size that 1 gallon 
contains more than 500 oysters, and a 
quart of the largest oysters selected 
therefrom contains more than 112 
oysters.
§ 161.136 Olympia oysters.

Olympia oysters, raw Olympia oysters, 
shucked Olympia oysters, are of the 
species Ostrea lurida and conform to the 
definition and standard of identity pre­
scribed for oysters in § 161.130.
§ 161.137 Large Pacific oysters.

Large Pacific oysters, large raw Pacific 
oysters, large shucked Pacific oysters, are 
of the species Ostrea gigas and conform 
to the definitions and standards of 
identity prescribed for oysters by § 161.- 
130 and are of such size that 1 gallon 
contains not more than 64 oysters, and 
the largest oyster in the container is not 
more than twice the weight of the small­
est oyster therein.
§ 1 6 1 .1 3 8  Medium Pacific oysters.

Medium Pacific oysters, medium raw 
Pacific oysters, medium shucked Pacific 
oysters, are of the species Ostrea gigas 
and conform to the definition and 
standard of identity prescribed for oys­
ters by § 161.130 and are of such size 
that 1 gallon contains more than 64 oys­
ters and not more than 96 oysters, and 
the largest oyster in the container is not 
more than twice the weight of the small­
est oyster therein.
§ 161.139 Small Pacific oysters.

Small Pacific oysters, small raw Pacific 
oysters, small shucked Pacific oysters, 
are of the species Ostrea gigas and con­
form to the definition and standard of 
identity prescribed for oysters by § 161.- 
130 and are of such size that 1 gallon 
contains more than 96 oysters and not 
more than 144 oysters, and the largest 
oyster in the container is not more than 
twice the weight of the smallest oyster 
therein.
§ 161.140 Extra small Pacific oysters.

Extra small Pacific oysters, extra small 
raw Pacific Oysters, extra small shucked 
Pacific oysters, are of the species Ostrea 
gigas and conform to the definition and 
standard of identity prescribed for oys­
ters by § 161.130 and are of such size that 
1 gallon contains more than 144 oysters, 
and the largest oyster in the container 
is not more than twice the weight of the 
smallest oyster therein.
§ 161.145 Canned oysters.

(a) Identity—(1) Canned oysters is 
the food prepared from one or any mix­
ture of two or all of the forms of oysters 
specified in paragraph (a) (2) of this 
section, and a packing medium of water, 
or the watery liquid draining from oys­
ters before or during processing, or a 
mixture of such liquid and water. The 
food may be seasoned with salt. I t is
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sealed in containers and so processed 
by heat as to prevent spoilage.

(2) The forms of oysters referred to 
in paragraph (a) (1) of this section 
are prepared from oysters which have 
been removed from their shells and 
washed and which may be steamed while 
in the shell or steamed or blanched or 
both after removal therefrom, and are 
as follows:

(1) Whole oysters with such broken 
pieces of oysters as normally occur in 
removing oysters from their shells, wash­
ing, and packing.

(ii) Pieces of oysters obtained by seg­
regating pieces of oysters broken in 
shucking, washing, or packing whole 
oysters.

(iii) Cut oysters obtained by cutting 
whole oysters.

(3) (i) When the form of oysters 
specified in paragraph (a) (2) (i) of this 
section is used, the name of the food is 
“Oysters” or “Cove oysters”, if of the 
species Ostrea virginica; “Oysters” or 
“Pacific oysters”; if of the species Ostrea 
gigas; “Oysters” or “Olympia oysters”, if 
of the species Ostrea lurida.

(ii) When the form of oysters specified 
in paragraph (a) (2) (ii) of this section is 
used, the name of the food is “Pieces of

____”, the blank being filled in with
the name “Oysters” or “Cove oysters”, if 
of the species Ostrea virginica; “Oysters” 
or “Pacific oysters”, if of the species 
Ostrea gigas; "Oysters” or “Olympia 
oysters”, if of the species Ostrea lurida.

(iii) When the form of oysters speci­
fied in paragraph (a) (2) (iii) of this sec­
tion is used, the name of the food' is 
“Cut the blank being filled in with 
the name “Oysters” or “Cove oysters”, if 
of the species Ostrea virginica; “Oysters” 
or “Pacific oysters”, if of the species 
Ostrea gigas; “Oysters” or “Olympia 

oysters”, if of the species Ostrea lurida.
(iv) In case a mixture of two or all 

such forms of oysters is used, the name 
is a combination of the names specified 
in this paragraph (a) (3) of the forms 
of oysters used, arranged in order of 
their predominance by weight.

(b) [Reserved]
(c) Fill of container—(1) The stand­

ard of fill of container for canned oysters 
is a fill such that the drained weight of 
oysters taken from each container is not 
less than 59 percent of the water capacity 
of the container.

(2) Water capacity of containers is 
determined by the general method pro­
vided in § 130.12(a) of this chapter.

(3) Drained weight is determined 
by the following method: Keep the 
unopened canned oyster container at 
a temperature of not less than 68° 
or more than 95° Fahrenheit for at 
least 12 hours immediately preceding the 
determination. After opening, tilt the 
container so as to distribute its contents 
evenly over the meshes of a circular 
sieve which has been previously weighed. 
The diameter of the sieve is 8 inches if 
the quantity of the contents of the con­
tainer is less than 3 pounds, and 12 inches 
if such quantity is 3 pounds or more. 
The bottom of the sieve is woven-wire 
cloth which complies with the specifica­
tions for such cloth set forth under “2380
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Micron (No. 8),” in Table ! of “Standard 
Specifications for Sieves,” published 
March 1, 1940, in L. C. 584 of the United 
States Department of Commerce, Na­
tional Bureau of Standards. Without 
shifting the material on the sieve, so in­
cline the sieve as to facilitate drainage. 
Two minutes from the time drainage be­
gins, weigh the sieve and the drained 
oysters. The weight so found, less the 
weight of the sieve, shall be considered 
to be the drained weight of the oysters.

(4) If canned oysters fall below the 
standard of fill of container prescribed 
in paragraph (a) of this section, the label 
shall bear the general statement of sub­
standard fill specified in § 130.14(b) of 
this chapter in the manner and form 
therein specified, followed by the state­
ment, “A can of this size should con­
tain ____ oz. of oysters. This can con­
tains o n ly _____ oz”, the blanks being
filled in with the applicable figures.
§ 1 6 1 .1 7 0  Canned Pacific salmon.

(a) Identity— (1) Canned Pacific sal­
mon is the food prepared from one of the 
species of fish enumerated in paragraph
(a) (2) of this section, prepared in one 
of the forms of pack specified in para­
graph (a)(3) of this section, and to 
which may be added one or more of the 
optional ingredients specified in para­
graph (a) (4) of this section. The food 
is packed in hermetically sealed contain­
ers and so processed by heat as to prevent 
spoilage and soften bones. The food is 
labeled in accordance with paragraph
(a)(5) of this section.

(2) (i) The species of fish which may 
be used in this food are:
O n c o rh y n c h u s  C h in o o k , k in g ,

ts h a w y ts c h a . sp rin g .
O n c o rh y n c h u s  n e r k a ------- B lu e b a c k , re d ,

so ckeye .
Oncorhynchus kisutch____ C o ho , C o hoe, m e­

d iu m  re d , 
s ilv e r .

O n c o rh y n c h u s  P in k .
g o rb u sc h a .

O n c o rh y n c h u s  k e ta --------  C h u m , k e ta .
O n c o rh y n c h u s  m a s o u -—  M asou , c h e rry .

(ii) For the purpose of paragraph (a)
(5) (i) of this section, the common or 
usual name or names of each species of 
fish enumerated in paragraph (a) (2) (i) 
of this section is (are) the name(s) im­
mediately following the scientific name 
of eaeh species.

(3) The optional forms of canned Pa­
cific salmon are processed from fish pre­
pared by removing the head, gills, and 
tail, and the viscera, blood, fins, and 
damaged or discolored flesh to the great­
est extent practicable in accordance with 
good manufacturing practice; and then 
washing. Canned Pacific salmon is pre­
pared in one of the following forms of 
pack:

(i) “Regular” consists of sections or 
steaks which are cut transversely from 
the fish and filled vertically into the can. 
In preparation, segments of skin or large 
backbone may be removed. The sections 
or .steaks are so packed that the cut sur­
faces approximately parallel the ends of 
the container. A small portion of salmon 
may be added if necessary to complete 
the fill of the container.

(ii) “Skinless and backbone removed” 
consists of the regular form of canned 
salmon set forth in paragraph (a) (3) (i) 
of this section from which the skin and 
vertebrae have been removed in accord­
ance with good manufacturing practices.

(iii) “Minced salmon” consists of sal­
mon which has been minced or ground.

(iv) “Salmon tips or tidbits” consists 
of small pieces of salmon.

(v) “No salt added” consists of canned 
salmon to which no salt has been added.

(4) One or more of the following op­
tional ingredients may be added to the 
food:

(i) Salt.
(ii) Edible salmon oil comparable in 

color, viscosity, and flavor to the oil 
which would occur naturally in the spe­
cies of salmon canned.

(5) (i) The name of the food is “sal­
mon” together with the common or usual 
name or names of the species. At least 
one species name shall be printed in 
letters of the same style of type and not 
less in height than those used for the 
word “salmon”.

(ii) (a) Whenever the form of pack is 
that described in paragrpah (a) (3) (ii), 
(iii), or (iv) of .this section, the word or 
words describing the form of pack shall 
immediately precede or follow the name 
of the food without intervening written, 
printed, or graphic matter in the manner 
prescribed in § 101.3(c) of this chapter; 
for example, “red salmon” as the name 
of the food followed by “skinless and 
backbone removed”.

(b) Whenver the form of pack is that 
described in paragraph (a) (3)(v) of this 
section and words describing the form of 
pack are declared on the label, the label 
shall also bear the statements required 
by § ld5.69 of this chapter.

(iii) The name of each of the ingredi­
ents used shall be declared on the label 
as required by the applicable sections of 
Part 101 of this chapter.

(b) [Reserved]
(c) Fill of container—(1) The stand­

ard of fill of container for canned salm­
on is a fill including all the contents 
of the container and is not less than the 
minimum net weight specified for the 
corresponding can size in the following 
table:

II. Minimum
I. Can size net weight

603x405 — — — —  -____  1.814kg (64 oz).
301x411 _____________________ 454 g (16 oz).
301x408 __________ :__________  439 g (15% oz).
401x211_____________________ 439 g (15% o z).
607x406x108 _______________  439 g (15% o z).
301x308 -----------* --------  340 g (12 o z).
307x200.25 _________________ 220 g (7% o z).
513x307x103 _______________  220 g (7% o z).
307x113 ____________________  191 g (6% oz).
301x106 __________ 1--------  106 g (3% o z).
407x213x015 __________ 106 g (3% o z).
If the can size in question is not listed, 
calculate the value for Column II as fol­
lows: From the list, select as the com­
parable can size, that one having the 
nearest water capacity of the can size in 
question, multiply the net weight listed 
in Column n  by the water capacity of 
the can size in question, and divide by 
the water capacity of the comparable 
can size. Water capacities are deter­

mined by the general method provided 
in § 130.12(a) of this chapter.

(2) Sampling and acceptance proce­
dure: The sample size of the sample 
representing the lot will be selected in 
accordance with the sampling plan 
shown in paragraph (c) (2) (ii) of this 
section. A lot is to be considered accept­
able when the average net weight of all 
the sample units is not less than the 
minimum net weight stated in para­
graph (c) (1) of this section for the cor­
responding can size.

(i) Definitions of terms to be used in 
the sampling plans in paragraph (c) (2) 
(ii) of this section are as follows:

(a) Lot. A collection of primary con­
tainers or units of the same size, type, 
and style manufactured or packed under 
similar conditions and handled as a sin­
gle unit of trade.

(b) Lot size. The number of primary 
containers or units in the lot.

(c) Sample size (n). The total num­
ber of sample units drawn for examina­
tion from a lot.

(d) Sample unit. A container, the en­
tire contents of a container, a portion of 
the contents of a container, or a com­
posite mixture of product from small 
containers that is sufficient for exami­
nation or testing as a single unit.

(ii) Sampling plans:
Lot size (primary - Size of

containers): container 1 (n)
4.800 or less______________ -iiiJL 13
4.801 to 24,000___  — 21
24.001 to 48,000___   29
48.001 to 84,000______________ 48
84.001 to 144,000_____________ 84
144.001 to 240,000____________ - 126
Over 240,000--__ —________  200

1Net weight equal to or less than 1 kg.
(2.2 lb ).
Lot size (primary Size of

containers): container1 (n)
2.400 or less________________  13
2.401 to 15,000__ :----------------— 21
15.001 to 24,000___   29
24.001 to 42,000___     48
42.001 to 72,000_______   84
72.001 to 120,000— -- — -_____  126
Over 120,000________________  200

'« -n u m b e r o f p rim a ry  co n ta in e rs  in  sam ­
p le .

1 N et w e ig h t g re a te r th a n  1 kg  (2 .2  lb ) bu t 
n o t m ore th a n  4 .5  kg s (1 0  lb ) .

(3) If canned salmon falls below the 
standard of fill of container prescribed 
in paragraph (c) (1) of this section, the 
label shall bear the general statement of 
substandard fill specified in § 130.14(b) 
of this chapter, in the manner and form 
therein specified.
§ 161.173 Canned wet pack shrimp a n d  

canned dry pack shrimp in n o n t r a n s ­
parent containers.

(a)-(b) [Reserved]
(c) Fill of container— (1) The stand­

ard of fill of nontransparent containers 
for canned wet pack shrimp is a fill such 
that the cut-out weight of shrimp taken 
from each can is not less than 64 percent 
of the water capacity of the container, 
and, for canned dry pack shrimp (except 
that packed in the nontransparent cylin­
drical container which is 211/io inches in
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diameter and 4 inches in height), is a fill 
such that the eut-out weight of shrimp 
taken from each can is not less than 60 
percent of the water capacity of the con­
tainer. The standard or fill for canned 
dry pack shrimp packed in the nontrans­
parent cylindrical container which Is 
2!%6 inches in diameter and 4 inches in 
height is a cut-out weight of not less 
than 6V2 avoirdupois ounces of shrimp 
for each container. Water capacity of 
containers is determined by the general 
method provided in § 130.12(a) of this 
chapter. Cut-out weight is determined 
by the following method: Keep the 
unopened canned shrimp container 
at a temperature of hot less than 
68° nor more than 95* F  for at least 
12 hours immediately preceding the de­
termination. After opening, tilt the con­
tainer so as to distribute the shrimp 
evenly over the meshes of a circular sieve 
which has been previously weighed. The 
diameter of the sieve is 8 inches if the 
quantity of the contents of the container 
is less than 3 pounds, and 12 inches if 
such quantity is 3 pounds or more. The 
bottom of the sieve is woven-wire cloth 
which complies with the specifications 
for such cloth set forth under “2380 
Micron (No. 8)” in Table I  of “Stand­
ard Specifications for Sieves,” published 
March 1, 1940, in L.C. 584 of the United 
States Department of Commerce, Na­
tional Bureau of Standards. Without 
shifting the material on the sieve, so 
incline the sieve as to facilitate drainage. 
Two minutes from the time drainage 
begins, weigh the sieve and the drained 
shrimp. The weight so found, less the 
weight of the sieve, shall be considered to 
be the cut-out weight of the shrimp.

(2) If canned wet pack shrimp or 
canned dry pack shrimp, In nontrans­
parent containers, falls below the ap­
plicable standard of fill of container pre­
scribed in paragraph (c) (1) of this sec­
tion, the label shall bear the general 
statement of substandard fill provided 
in § 130.14(b) of this chapter, in the 
manner and form therein specified.
§ 161.175 Frozen raw breaded shrimp.

(a) Frozen raw breaded shrimp is the 
food prepared by coating one of the op­
tional forms of shrimp specified in para­
graph (c) of this section with safe and 
suitable batter and breading ingredients 
as provided in paragraph (d) of this sec­
tion. The food is frozen.

(b) The food tests not less than 50 
percent of shrimp material as deter­
mined by the method prescribed in para­
graph (g) of this section, except that if 
the shrimp are composite units the 
method prescribed in paragraph (h) of 
this section is used.

(c) The term “shrimp” means the tail 
portion of properly prepared shrimp of 
commercial species. Except for com­
posite units, each shrimp unit is individ­
ually coated. The optional forms of 
shrimp are:

(1) Fantail or butterfly: Prepared by 
splitting the shrimp; the shrimp are 
peeled, except that tail fins remain a t­
tached and the shell segment immedi-
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ately adjacent to the tail fins may be 
left attached.

(2) Butterfly, tail off: Prepared by 
splitting the shrimp; tail fins and all 
shell segments are removed.

(3) Round: Round shrimp, not split; 
the shrimp are peeled, except that tail 
fins remain attached and the shell seg­
ment immediately adjacent to the tail 
fins may be left attached.

<  (4) Round, tail off : Round shrimp, not 
split; tail fins and all shell segments are 
removed.

(5) Pieces: Each unit consists of a 
piece or a part of a shrimp; tail fins and 
all shell segments are removed.

(6) Composite units: Each unit con­
sists of two or more whole shrimp or 
pieces of shrimp, or both, formed and 
pressed into composite units prior to 
coating; tail fins and all shell segments 
are removed; large composite units, prior 
to coating, may be cut into smaller units.

(d) The batter and breading ingredi­
ents referred ta in  paragraph (a) of this 
section are the fluid constituents and 
the solid constituents of the coating 
around the shrimp. These ingredients 
consist of suitable substances which are 
not food additives as defined in section 
201 (s) of the Federal Food, Drug, and 
Cosmetic Act; or if they are food addi­
tives as so defined, they are used in con­
formity with regulations established pur­
suant to section 409 of the act. Bat­
ter and breading ingredients that per­
form a useful function are regarded as 
suitable, except that artificial flavorings, 
artificial sweeteners, artificial colors, and 
chemical preservatives, other than those 
provided for in this paragraph, are not 
suitable ingredients of frozen raw 
breaded shrimp. Chemical preserva­
tives that are suitable are:

(1) Ascorbic acid, which may be used 
in a quantity sufficient to retard develop­
ment of dark spots on the shrimp; and

(2) The antioxidant preservatives 
listed in Subpart D of Part 182 of this 
chapter that may be used to retard de­
velopment of rancidity of the fat content 
of the food, in amounts within the limits 
prescribed by that section.

(e) The label shall name the food, as 
prepared from each of the optional forms 
of shrimp specified in paragraph (c) (1) 
to (6) , inclusive, of this section, and fol­
lowing the numbered sequence of such 
subparagraph, as follows:

(1) “Breaded fantail shrimp.” The 
word “butterfly” may be used in lieu of 
“fantail” in the name.

(2) “Breaded butterfly shrimp, tail 
off.”

(3) “Breaded round shrimp.”
(4) “Breaded round shrimp, tail off.”
(5) “Breaded shrimp pieces.”
(6) Composite units:
(i) If the composite Units are in a 

shape similar to that of breaded fish 
sticks the name is “Breaded shrimp 
sticks”; if they are in the shape of meat 
cutlets, the name is “Breaded shrimp 
cutlets”.

(ii) If prepared in a shape other than 
that of sticks or cutlets, the name is
“Breaded shrim p------ — ”, the blank to
be filled in with the word or phrase that
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accurately describes the shape, but which 
is not misleading.
In  the case of the names specified in par­
agraphs (e) (1) through (5) of this sec­
tion, the words in each name may be 
arranged in any order, provided they 
are so arranged as to be accurately de­
scriptive of the food. The word 
“prawns” may be added in parentheses 
immediately after the word “shrimp” in 
the name of the food if the shrimp are 
of large size; for -example, “Fantail 
breaded shrimp (prawns) ”. If the shrimp 
are from a single geographical area, the 
adjectival designation of that area may 
appear as part of the name; for example, 
“Breaded Alaskan shrimp sticks”.

(f) The names of the optional ingre­
dients used, as provided for in paragraph
(d) of this section, shall be listed on the 
principal display panel or panels of the 
label with such prominence and con­
spicuousness as to render them likely to 
be read and understood by the ordinary 
individual under customary conditions of 
purchase. If a spice that also imparts 
color is used, it shall be designated as 
“spice and coloring”, unless the spice is 
designated by its specific name. If 
ascorbic acid is used to retard develop­
ment of dark spots on the shrimp, it 
shall be designated as “Ascorbic acid 
added as a preservative” or “Ascorbic 
acid added to retard discoloration of 
shrimp”. If any other antioxidant 
preservative, as provided in paragraph
(d) of this section, is used, such preserv­
ative shall be designated by its common 
name followed by the statement “Added 
as a preservative”.

(g) The method for determining per­
centage of shrimp material for those 
forms specified in paragraph (c) (1) 
through (5) of this section is as follows:

(1) Equipment needed, (i) Two-gal­
lon container, approximately 9 inches in 
diameter.

(ii) Two-vaned wooden paddle, each 
vane measuring approximately 1% 
inches by 3% inches.

(iii) Stirring device capable of rotat­
ing the wooden paddle a t 120 r.p.m.

(iv) Balance accurate to 0.01 ounce 
(or 0.1 gram).

(v) U.S. Standard sieve No. 20, 12- 
inch diameter.8

(vi) U.S. Standard sieve, ^-inch sieve 
opening, 12-inch diameter.

(vii) Forceps, blunt points.
(viii) Shallow baking pans.
(ix) Rubber-tipped glass stirring rod.
(2) Procedure, (i) Weigh the sample 

to be debreaded. Fill the container three- 
fourths full of water a t 70°-80° F. Sus­
pend the paddle in the container, leaving 
a clearance of at leasts inches below the 
paddle vanes, and adjust speed to 120 
r.p.m. Add shrimp and stir for 10 min­
utes. Stack the sieves, the ^-inch mesh 
oyer the No. 20, and pour the contents 
of the container onto them. Set the sieves 
under a faucet, preferably with spray at-

8 The sieves shall comply with the specifi­
cations for wire cloth and sieve frames in 
"Standard Specifications for Sieves,” pub­
lished March 1, 1940, in L.C. 584 of the U.S. 
Department of Commerce, National Bureau 
of Standards.,
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tached, and rinse shrimp with no rub­
bing of flesh, being careful to keep all 
rinsings over the sieves and not having 
the stream of water hit the shrimp on 
the sieve directly. Lay the shrimp out 
singly on the sieve as rinsed. Inspect each 
shrimp and use the rubber-tipped rod 
and the spray to remove the breading 
material that may remain on any of 
them, being careful to avoid undue pres­

sure or rubbing, and return each shrimp 
to the sieve. Remove the top sieve and 
drain on a slope for 2 minutes, then re­
move the shrimp to weighing pan. Rinse 
contents of the No. 20 sieve onto a flat 
pan and collect any particles other than 
breading (i.e., flesh and tail fins) and 
add to shrimp on balance pan and weigh.

(ii) Calculate percent shrimp mate­
rial:

Percent shrimp material = Weight of dehreaded sample 
Weight of sample

(h) The method for determining per­
centage of shrimp material for com­
posite units, specified in paragraph (c)
(6) of this section, is as follows:

(1) Equipment,needed. (1) Water bath 
(for example a  3-liter to 4-liter beaker).

(ID Balance accurate to 0.1 gram.
(iii) Clip tongs of wire, plastic, or 

glass.
(iv) Stop-watch or regular watch 

readable to a second.
(v) Paper towels.
(vl) Spatula, 4-inch blade with round­

ed tip.
(vii) Nut picker.
(viii) Thermometer (immersion type) 

accurate to ±2° F.
(ix) Copper sulfate crystals (CuS04* 

5H2OK
(2) Procedure, (i) Weigh all composite 

units in the sample while they are still 
hard frozen.

(ii) Place each composite unit individ­
ually in a water bath that is maintained 
at 63° F-86° F, and allow to remain un­
til the breading becomes soft and can 
easily be removed from the still frozen 
shrimp material (between 10 seconds to 
80 seconds for composite units held in

storage at 0° F). If the composite units 
were prepared using batters that are 
difficult to remove after one dipping, 
redip them for up to 5 seconds after the 
initial debreading and remove residual 
batter materials.

[Note.—Several preliminary trials may be 
necessary to determine the exact dip time 
required for “debreading” the composite 
units in a sample. For these trials only, a 
saturated solution of copper sulfate (1 pound 
of copper sulfate in 2 liters of tap water) 
is necessary. The correct dip time is the 
minimum time of immersion in the copper 
sulfate solution required before the bread­
ing can easily be scraped off: P rovided, That 
the “debreaded” units are still solidly frozen 
and only a slight trace of blue color is visi­
ble on the surface of the “debreaded” shrimp 
material.]

(iii) Remove the unit from the bath; 
blot lightly with double thickness of 
paper toweling; and scrape off or pick out 
coating from the shrimp material with 
the spatula or nut picker.

<iv) Weigh all the “debreaded” 
shrimp material.

(v) Calculate the percentage of 
shrimp material in the sample, using the 
following formula:

Percent shrimp material

§ 161.176 Frozen raw lightly breaded 
shrimp.

Frozen raw lightly breaded shrimp 
complies with the provisions of § 161.175, 
except that it contains not less than 65 
percent of shrimp material, as deter­
mined by the method prescribed in 
§ 161.175 (g) or Ch) , as appropriate, and 
that in the name prescribed the word 
“lightly” immediately precedes the 
words “breaded shrimp”.
§ 161.190 Canned tuna.

(a) Identity—(1) Canned tuna is the 
food consisting of processed flesh of fish 
of the species enumerated in paragraph
(a) (2) of this section, prepared in one of 
the optional forms of pack specified in

)f debreaded shrimp sample 
Weight of sample
paragraph (a) (3) of this section, con­
forming to one of the color designations 
specified in paragraph <a) (4) of this 
section, in one of the optional packing 
media specified in paragraph (a) (5) of 
this section, and may contain one or 
more of the seasonings and flavorings 
specified in paragraph (a)(6) of this 
section. For the purpose of inhibiting the 
development of struvite crystals, sodium 
acid pyrophosphate may be added in a 
quantity not in excess of 0.5 percent by 
weight of the finished food. It is packed 
in hermetically sealed containers and so 
processed by heat as to prevent spoilage. 
I t  is labeled in accordance with the pro­
visions of paragraph (a) (8) of this sec­
tion.

(2) The fish included in the class 
known as tuna fish are:
Thunnus thynnus_____
Thminus maccoyii___ ._
Thunnus orientalist___
Thunnus germo_______
Thunnus atlanticus__ _
Parathunnus mebachi__
Neothunnus macropte- 

rus.
Neothunnus rarus____ _
K a tsu w o n u s  p e lam is____
Euthynnus alletteratus__
Euthynnus ljneatus___ _
Euthynnus yaito_______

Bluefln tuna.9 
Southern bluefln 

tuna.9
Oriental tuna.11 
Albacore.11 
Blackfin tuna.“ 
Big-eyed tuna.“ 
Yellowfin tuna.“
Northern bluefln 

tuna.9 
Skipjack.9 
Little tunny.19 
Little tunny.10 
Kawakawa.11

9 “A Comparison of the Bluefln Tunas, 
Genus Thunnus, from New England, Aus­
tralia, and California,” by H. C. Godsil and 
Edwin K. Holmberg, State of California, De­
partment of Natural Resources Division of 
Fish and Game, Bureau of Marine Fisheries, 
Fish Bulletin No. 77 (1950 ).

19 “Contributions to the Comparative Study 
of the So-called Scombroid Fishes,” by Kam- 
akichi Kishinouye, Journal of the College of 
Agriculture, Imperial University of Tokyo, 
Vol. VIA, No. 3 (1923).

“ “A Systematic Study of the Pacific Tu­
nas,” by H. C. Godsil and Robert D. Byers, 
State of California, Department of Natural 
Resources, Division of Fish and Game, Bureau 
of Marine Fisheries, Fish Bulletin No. 50 
(1944).

* “Descriptive Study of Certain Tuna-Like 
Fishes,” by H. C. Godsil, State of California, 
Department of Fish and Game, Fish Bulletin 
No. 97.

19 “Comparative Anatomy and Systematics 
of the Tunas, Genus Thunnus,” by Robert 
H. Gibbs, Jr., and Bruce B. Collette, Division 
of Fishes, U.S. National Museum and Bureau 
of Commercial Fisheries, Fish and Wildlife 
Service. U.S. Department of the Interior, 
Fishery Bulletin Vol. 66, No. 1 (1967), pp. 
65-130.
The description of each species will be 
found in the text to which reference is 
made.

(3) The optional forms of processed 
tuna consist of loins and other striated 
muscular tissue of the fish. The loin is 
the longitudinal quarter of the great 
lateral muscle freed from skin, scales, 
visible blood clots, bones, gills, viscera 
and from the nonstriated part of such 
muscle, which part (known anatomically 
as the median superficial muscle) is 
highly vascular in structure, dark in 
color because of retained blood, and 
granular in form. Canned tuna is pre­
pared in one of the following forms of 
pack, the identity of which is determined 
in accordance with the methods pre­
scribed in paragraph (c) (2) of this 
section.
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(i) Solid or solid pack consists of loins 
freed from any surface tissue discolored 
by diffused hemolyzed blood, cut in trans­
verse segments to which no free frag­
ments are added. In containers of 1 
pound or less of net contents, such seg­
ments are cut in lengths suitable for 
packing in one layer. In containers of 
more than 1 pound net contents, such 
segments may be cut in lengths suitable 
for packing in one or more layers of 
equal thickness. Segments are placed in 
the can with the planes of their trans­
verse cut ends parallel to the ends of 
the can. A piece of a segment may be 
added if necessary to fill a container. 
The proportion of free flakes broken 
from loins in the canning operation shall 
not exceed 18 percent.

(ii) Chunk, chunks, chunk style con­
sists of a mixture of pieces of tuna in 
which the original muscle structure is 
retained. The pieces may vary in size, 
but not less than 50 percent of the weight 
of the pressed contents of a container is 
retained on a %-inch-mesh screen.

(iii) Flake or flakes consist of a mix­
ture of pieces of tuna in which more than 
50 percent of the weight of the pressed 
contents of . the container will pass 
through a -inch-mesh screen, but in 
which the muscular structure of the flesh 
is retained.

(iv) Grated consists of a mixture of 
particles of tuna that have been reduced 
to uniform size, that will pass through 
a %-inch-mesh screen, and in which the 
particles are discrete and do not com­
prise a paste..

(v) Any of the specified forms of pack 
of canned tuna may be smoked. Canned 
smoked tuna shall be labeled in accord­
ance with the provisions of paragraph 
(a) (8) (v) of this section.

(4) Canned tuna, in any of the forms 
of pack specified in paragraph (a) (3) of 
this section, falls within one of the fol­
lowing color designations, measured by 
visual comparison with matte surface 
neutral reflectance standards corre­
sponding to the specified Mimsell units 
of value, determined in accordance with 
paragraph (a) (7) of this section.

(i) White. This color designation is 
limited to the species -Thunnus germo 
(albacore), and is not darker than Mun- 
sell value 6.3.

(ii) Light. This color designation in­
cludes any tuna not darker than Mun- 
sell value 5.3.

(iii) Dark. This color designation in­
cludes all tuna darker than Munsell value 
5.3.

(iv) Blended. This color designation 
may be applied only to tuna flakes speci­
fied in paragraph (a) (3) (iii) of this sec­
tion, consisting of . a mixture of tuna 
flakes of which not less than 20 percent 
by weight meet the color standard for 
either white tuna or light tuna, and the 
remainder of which fall within the color 
standard for dark tuna. The color desig­
nation for blended tuna is determined in 
accordance with paragraph (a) (7) of this 
section.

(5) Canned tuna is packed in one of 
the following optional packing media:
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(i) Any edible vegetable oil other than 
olive oil, or any mixture of such oils not 
containing olive oil.

(ii) Olive oil.
(iii) Water.
(6) Canned tuna may be seasoned or 

flavored with one or more of the fol­
lowing :

(i) Salt.
(ii) Purified monosodium glutamate.
(iii) Hydrolyzed protein.
(iv) Hydrolyzed protein_with reduced 

monosodium glutamate content.
(v) Spices or spice oils or spice ex­

tracts.
(vi) Vegetable broth in an amount not 

in excess of 5 percent of the volume 
capacity of the container, such broth to 
consist of a minimum of 0.5 percent by 
weight of vegetable extractives and to be 
prepared from two or more of the follow­
ing vegetables: Beans, cabbage, carrots, 
celery, garlic, onions, parsley, peas, pota­
toes, green bell peppers, red bell peppers, 
spinach, and tomatoes.

(vii) Garlic.
(viii) Lemon flavoring to be prepared 

from lemon oil and citric acid together 
with safe and suitable carriers for the 
lemon oil which are present at nonfunc­
tional and insignificant levels in the fin­
ished canned food. When lemon flavoring 
is added, a safe and suitable solubilizing 
and dispersing Ingredient may be added 
in a quantity not exceeding 0.005 percent 
by weight of the finished food. A sub­
stance used in accordance with this para­
graph is deemed to be suitable if it is 
used in an amount no greater than nec­
essary to achieve the intended flavor 
effect, and is deemed to be safe if it is 
not a food additive as defined in section 
201 (s) of the act or, if it is a food addi­
tive as so defined, it is used in conformity 
with regulations established pursuant to 
section 409 of the act.

(7) For determination of the color 
designations specified in paragraph (a)
(4) of this section, the following method 
shall be used: Recombine the separa­
tions of pressed cake resulting from the 
method prescribed in paragraph (c) (2) 
of this section. Pass the combined por­
tions through a sieve fitted with woven- 
wire cloth of ^4-inch mesh which com­
plies with the specifications for such 
wire clojh set forth in “Standard Spec­
ifications for Sieves,” published March 1, 
1940, in L. C. 584 of the U.S. Department 
of Commerce, National Bureau of Stand­
ards. Mix the sieved material and place 
a sufficient quantity into a 307 x 113 size 
container (bearing a top seam and hav­
ing a false bottom approximately y2-inch 
deep and painted flat black inside and 
outside) so that after tamping and 
smoothing the surface of the sample the 
material will be %-inch to ^ -inch  below 
the top of the container. Within 10 min­
utes after sieving through the *A-inch 
mesh woven-wire cloth, determine the 
Munsell value of sample surface.

(i) Determine the Munsell value of 
the sample surface so prepared. The 
following method may be used, employ­
ing an optical comparator, consisting of 
a lens and prism system which brings 
two beams of light, reflected from equal
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areas of sample surface and standard 
surface, respectively, together, within 
an eyepiece, so as to show an equally di­
vided optical field. The scanned areas 
of sample and standard surface are not 
smaller than 2 square inches. Light 
reaching the eye is rendered sufficiently 
diffuse, by design of eyepiece and com­
parator, so that detail of the sample sur­
face will remain undefined, to a degree 
such as to avoid visual confusion in ob­
servation of a match of over-all inten­
sity of reflected light. The eyepiece con­
tains a color filter centering at a wave­
length between 550 m^ and 560 m/x. The 
filter does not pass appreciable visible 
radiation of wavelengths below 549 m/x or 
above 570 rn.fi. The passed wavelength 
band is of a monochromaticity sufficient 
to cause a sample and a neutral standard 
of equal reflectance to appear of the 
same hue. The comparator is rigidly 
mounted on a vertical stand attached to 
a base in which arrangement is provided 
for securely and accurately positioning 
two cans of size 307 x 113 in the two fields 
of view. Mounted on the base.are two 
shaded lamps, which direct the center of 
their beams of light a t about a 45° angle 
to the plane of the sample and standard 
surfaces. The lamps are so positioned 
that light from one bears mainly upon 
the sample surface and light from the 
other mainly on the standard surface, 
and are so placed in relation to sample 
and standard that no shadows, as from 
the can rims, appear in the 'fields of 
view. The lamps are strong enough to 
furnish adequate and convenient illu­
mination through eyepiece and filter. 
Means is provided to alter the light in­
tensity of one lamp in relation to the 
other, as may conveniently be achieved 
by using a 100-watt tungsten filament 
bulb in one lamp and using, in the other, 
a similar 150-watt bulb connected with 
the power source through a suitable 
rheostat. The stand is equipped with 
nonglossy black curtains on the side of 
the observer, to exclude variation in 
extraneous light reflected from the 
person of the observer.

(ii) To adjust the comparator, place 
a  pair of matte surface standards of 
Munsell value 5.3, mounted as described 
in paragraph (a) (7) (iv) of this section, 
in position in the comparator base, and 
adjust the intensity of the variable lamp 
until the two halves of the optical field, 
viewed through the eyepiece, are of equal 
brightness. Then remove one of the 
standards and replace it with the pre­
pared sample. Without altering any 
other adjustments, observe through the 
eyepiece whether the sample appears 
lighter or darker than the standard. In 
case of examination of albacore desig­
nated “white”, conduct the procedure 
using standards of Munsell value'6.3.

(iii) The standards with which com­
parisons are made, are essentially neu­
tral matte-finish standards, equivalent 
in luminous reflectance of light of 555 
mn wavelength to 33.7 percent of the 
luminous reflectance of magnesium 
oxide (for Munsell value 6.3) and 22.6 
percent of the luminous reflectance of 
magnesium oxide (for Munsell value 5.3), 
as given by the relationship between
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Munsell value and luminous reflectance 
derived by a subcommittee of the Opti­
cal Society of America and published in 
the “Journal of the Optical Society of 
America,” Volume 33, page 406 (1943).

(iv) These standards shall, be .cut in 
circles 3lA inches in diameter and shall 
be mounted in 307 x 113 size containers, 
bearing a top seam and painted flat 
black inside and outside, so that the 
surfaces of the standards are inch 
below the top of the containers in which 
they are mounted.

(v) In the case of blended tuna, the 
foregoing method shall be varied by first 
separating the tuna flakes of the two 
different colors before passing them 
through the i4-inch mesh sieve, then 
proceeding with each portion separately 
for the determination of its color value, 
employing, if necessary, a sample con­
tainer with false bottom greater than 
y2 inch deep.

(8) (i) The specified names of the 
canned tuna for which definitions and 
standards of identity are prescribed by 
this section, except where water is the 
packing medium or where the tuna is 
smoked, are formed by combining the 
designation of form of pack with the 
color designation of the tuna; for ex­
ample, “Solid pack white tuna”, “Grated 
dark tuna”, etc. In the case of blended 
tuna, there shall be used both applicable 
color designations of the blended flakes, 
in precedence determined in accordance 
with the predominating portion found 
in the container; for example, “Blended 
white and dark tuna flakes”, “Blended 
dark and light tuna flakes”.

(ii) The specified name of canned 
tuna when water is used as the packing 
medium is formed as described in para­
graph (a) (8) (i) of this section, followed 
by the words “in water” ; for example, 
“Grated light tuna in water”.

(iii) When the packing medium is veg­
etable oil or olive oil, the label shall bear 
the name of the optional packing me­
dium used, as specified in paragraph (a)
(5) of this section, preceded by the word 
“in” or the words “packed in”. In case 
of the optional ingredient specified in 
paragraph (a) (5) (i) of this section, the 
name or names of the oil used may be 
stated, or the general term “vegetable 
oil” may be used.

(iv) In case solid pack tuna is packed 
in olive oil, the designation “Tonno” may 
also appear.

(v) In case any of the specified forms 
of canned tuna are smoked, the word 
“smoked” shall appear as a part of the 
name on the label; for example, 
“Smoked light , tuna flakes”.

(vi) Where the canned tuna contains
one or more of the ingredients provided 
for in paragraph (a) (6) of this section, 
the label shall bear the statement “Sea­
soned w ith _____the blank being
filled in with the name or names of the 
ingredient or ingredients used, except 
that if the ingredient designated in para­
graph (a) (6) (vi) of this section is used, 
the blanks shall be filled in with the term 
“vegetable broth”; and if the ingredient 
designated in paragraph (a) (6) (v) of 
this section is used alone, the label may

alternatively bear either the statement 
“spiced” or the statement “with added 
spice”; and if salt is the only seasoning 
ingredient used, the label may alterna­
tively bear any of the statements 
“salted”, “with added salt”, or “salt 
added”. If the flavoring ingredients des­
ignated in paragraph (a) (6) (viii) of this 
section are used, the words “lemon fla­
vored” or “with lemon flavoring” shall 
appear as a part of the name on the 
label; for example, “lemon flavored 
chunk light tuna”. Citric acid and any 
optional solubilizing and dispersing 
agent used as specified in paragraph (a)
(6) (viii) of this section in connection 
with lemon flavoring ingredients shall be 
designated on the label by its common 
or usual name.

(vii) Where the canned tuna contains 
the optional ingredient sodium acid py­
rophosphate as provided in paragraph 
(a) (1) of this section, the label shall 
bear the statement “pyrophosphate 
added” or “with added pyrophosphate”.

(viii) Wherever the name of the food 
appears on the label so conspicuously as 
to be eaàily seen under customary con­
ditions of purchase, the names of the 
optional ingredients used, as specified in 
paragraphs (a) (8) (iii), (vi), and (vii) 
of this section (except if lemon flavoring 
is added, this subparagraph applies only 
to the terms “lemon flavored” or “with 
lemon flavoring”, mot to thé constituent 
ingredients of that flavoring or to any 
optional solubilizing or dispersing in­
gredient used in connection with lemon 
flavoring ingredients), shall immediately 
and conspicuously precede or follow 
such name without intervening, written, 
printed, or graphic matter, except that 
the common name of the species of tuna 
fish may so intervene; but the species 
name “albacore” may be employed only 
for canned tuna of that species which 
meets the color designation “white” as 
prescribed by paragraph (a) (4) (i) of 
this section.

(ix) Statements of optional ingredi­
ents present required by paragraphia)
(8) (vi) of this section, but not subject to 
the provisions of paragraph (a) (8) (viii) 
of this section shall be set forth on the 
label with such prominence and con­
spicuousness as to render therft likely to 
be read and understood by the, ordinary 
individual under customary conditions 
of purchase.

(b) [Reserved!
(c) Fill of container—(1) The stand­

ard of fill of container for canned tuna 
is a fill such that the average weight of 
the pressed cake from 24 cans, as deter­
mined by the method prescribed by para­
graph (c) (2) of this section, is not less 
than the minimum value specified for the 
corresponding can size and form of tuna 
ingredient in the following table:

II. Minimum value for 
I. Can size and weights of pressed

form of tuna cake (average of 24
ingredient cans)

211x109: O unces
Solid..............................................  2. 25
Chunks ____________ ________  1.98
Flakee ______________ _______  1. 98
Orated_________________ ------ 2. 00

307 x 113:
Solid_________ _______ ____4.47
Chunks---------------------- :-------- 3.92
Flakes_-___________________  3. 92
Grated________________ _____ 3.96

401 x 206:
Solid ___ _________________  8. 76
Chunks_____ _____________ — 7.68
Flakes _____________________ _ 7.68
Grated ________t_____________  7. 76

603 x 408:
Solid ______ ________________  43.2
Chunks __________ ____ , ____  37.9
Flakes______________ ____ ___  37.9
Grated_______\___ .__:______'_38.3

If the can size in question is not listed, 
calculate the value for column II as fol­
lows: From the list select as the compa­
rable can size that one having nearest 
the water capacity of the can size in 
question, multiply the value listed in 
column n  for the same form of tuna 
ingredient by the water capacity of the 
can size in question, and divide by the 
water capacity of the comparable can 
size. Water capacities are determined 
by the general method provided in § 130.- 
12(a) of this chapter. For the purposes of 
this section, cans of dimensions 211 x 109 
shall be deemed to have a water capacity 
at 68° F of 3.55 avoirdupois ounces of 
water; cans of dimensions 307 x 113, a 
water capacity of 7.05 avoirdupois ounces 
of water; cans of dimensions 401 x 206, a 
water capacity of 13.80 avoirdupois 
ounces of water; and cans of dimensions 
-603 x 408, a water capacity of 68.15 avoir­
dupois ounces of water.

(2) The methods referred to in para­
graph (c) (1) of this section for deter­
mining the weight of thè pressed cake 
and referred to in paragraph (a) (3) (i) 
of this section for determining the per­
cent of free flakes and the percent of 
pieces that pass through a %-inch-mesh 
sieve are as follows:

(i) Have each of the 24 cans and con­
tents a t a temperature of 75° F within 
±5° F. Test each can in turn as follows:

(ii) Cut out the top of the can (code 
end), using a can opener that does not 
remove nor distort the double seam.

(iii) With the cut top held on the can 
contents, invert the can, and drain the 
free liquid by gentle finger pressure on 
the cut lid so that most of the free liquid 
drains from the can.

(iv) With the cut lid still in place, cut 
out the bottom of the can with the can 
opener, then turn the can upright and 
remove the cut can top (code end). 
Scrape off any adhering tuna particles 
into the tuna mass in the can.

(v) Place the proper size of press cyl­
inder as provided in paragraph (c) (3) (i) 
of this section in a horizontal position on 
a table; then, using the cut bottom of the 
can as a pusher, gently force the can 
contents from the can into the cylinder 
so that the flat side of the can contents 
lies in contact with the bottom of the 
cylinder. Remove the bottom of the 
can that was used as the pusher and 
scrape any adhering particles from the 
can body and bottom of the can, and 
put them in the cylinder.

(vi) Place the cylinder plunger on top 
of the can contents in the cylinder. Re­
move the eyebolt and put the cylinder
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and plunger in position on the press 
(paragraph (c) (3) (iii) of this section).

(vii) Begin the operation of the press 
and as soon as liquid is observed coming 
from the cylinder start timing the oper­
ation. Apply pressure to the plunger 
slowly and at a uniform rate, so that a 
full minute is used to reach a pressure of 
384 pounds per square inch of plunger 
face in contact with the can contents. 
Hold this pressure for 1 additional min­
ute and then release the pressure and 
disengage the plunger from the press 
shaft. Tip the press cylinder so that any 
free liquid is drained out.

(viii) Remove press cylinder with 
plunger from the press, insert eyebolt in 
plunger and withdraw it from the cylin­
der. Loosen the pressed cake from the 
cylinder with a thin blade and remove 
the entire pressed cake as gently as pos­
sible, to keep the mass in a single cake 
during this operation. Place the pressed 
cake and any pieces that adhered to the 
plunger and cylinder in a tared receiv­
ing pan and determine the weight of the 
pressed material.

(ix) For cans larger than 401 x 206, cut 
out the top of the cian and drain off 
free liquid from the can contents as in 
Operations described in paragraphs <c)
(2) (ii) and (iii) of this section. Deter­
mine the gross weight of the can and re­
maining contents. Using a tared core 
cutter as provided for in paragraph (c)
(3) (ii) of this section, cut vertically a 
core of the drained material in the can. 
Determine the weight of the core. With a 
thin spatula transfer the core to the 
pressing cylinder for 401 x 206 cansr De­
termine the weight of the pressed cake as 
in the operations described in para­
graphs (c) (2) (v) through (viii) of this 
section. Remove the remaining drained 
contents of the can, reserving the con­
tents for the determination of free flakes 
(paragraph (c) (2) (xi) of this section), 
weigh the empty can, and calculate the 
weight of the total drained material. 
Calculate the weight of pressed cake on 
the entire can basis by multiplying the 
weight of'the pressed cake of the core 
by the ratio of the weight of the drained 
contents of the can to the weight of the 
core before pressing.

(x) Repeat the determination of 
weight of pressed cake on the remainder 
of the 24 cans and determine the average 
weight of pressed cake for the purpose of 
paragraph (c) (1) of this section.

(xi) Determination of free flakes: If 
the optional form of tuna ingredient is 
solid pack, determine the percent of free 
flakes. Any flakes resulting from the 
operations described in this paragraph
(c) (2) (xi) or in other parts of this para­
graph are to be weighed as free flakes. 
Only fragments that were broken in the 
canning procedure are considered to be 
free flakes. If the can is of such size that 
its entire drained contents were pressed 
as described in paragraphs (c) (2) (i) to
(viii) of this section, inclusive, examine 
the pressed cake carefully for free flakes. 
Using a spatula, scrape free flakes gently 
from the outside of the cake.,, Weigh the 
aggregate free flakes that were broken 
from the loin segments in the canning

procedure and calculate their percentage 
of. the total weight of pressed cake. If 
the can is of such size that a core was 
cut for pressing as described In para­
graph (c) (2) (ix) of this section, make 
the examination for free flakes on a 
weighed portion of the drained material 
remaining after the core was removed. 
The weight of the portion examined 
should approximately equal the weight 
of the core before pressing. Calculate the 
weight of the free flakes that were 
broken from the loins in the canning 
procedure as a percentage of the weight 
of the portion examined.

(xii) Determination of particle size: 
If the optional form of tuna ingredient 
is chunks, flakes, or grated, the pressed 
cake resulting from the operations de­
scribed in paragraphs Cc) (2) (i) to (ix) 
of this section, inclusive, is gently sepa­
rated by hand, care being taken to avoid 
breaking the pieces. The separated 
pieces are evenly distributed over the top 
sieve of the screen separation equipment 
described in paragraph (c) (3) (iv) of this 
section. Beginning with the top sieve, 
lift and drop each sieve by its open edge 
three times. Each time, the open edge 
of the sieve is lifted the full distance 
permitted by the device. Combine and 
weigh the material remaining on the 
three top sieves (lVfe-inch, I-inch, %- 
inch screens), and determine the com­
bined percentage retention by weight in 
relation to the total weight of the pressed 
cake.

(3) (i) The press cylinder and plunger 
referred to in paragraph (c)(2) of this 
section are made of stainless steel. The 
press cylinders are made with a lip to 
facilitate drainage of the liquid. Plungers 
have a threaded center hole, about half 
as deep as the thickness of the plunger, 
for receiving a ringbolt to assist in re­
moving the plunger from the press cyl­
inder. Dimensions for press cylinders and 
plungers are as follows:

For can size 211 x 109 
Press cylinder:

Inside depth, approximately 3% inches.
Inside diameter, 2.593 inches.
Wall thickness, approximately % inch. 

Plunger:
Thickness, approximately 1 inch.
Diameter, 2.568 inches.

For can size 307 x 113 
Press cylinder:

Inside depth, approximately 4 inches.
Inside diameter, 3.344 inches.
Wall thickness, approximately % Inch. 

Plunger:
Thickness, approximately 1 % inches.
Diameter, 3.319 inches.

For can size 401 x 206 
Press cylinder:

Inside depth, approximately 4%  inches.
Inside diameter, 3.969 inches.
Wall thickness, approximately y2 inch. 

Plunger:
Thickness, approximately iy 4 inches.
Diameter, 3.944 inches.

For can sizes where the diameter is 
greater than 401, the core cutter de­
scribed in paragraph (c) (3) (ii) of this 
section shall be used and the resulting 
core pressed in the press cylinder for can 
size 401 x 206. For can sizes differing

from those specified in this paragraph
(c)(3) (i), special press cylinders and 
plungers may be used. Special press 
cylinders have inside diameters i/io-inch 
less than the outside diameters, a t the 
double seam, for the can sizes for which 
the cylinders are used; plunger diame­
ters are 0.025-inch less than the inside 
diameters of the press cylinders.

(ii) The core cutter referred to in 
paragraph (c) (2) (ix) and (xi)_ of this 
section and paragraph <c) (3) (i) of this 
section is made from a previously sealed 
300 x 407 can. The cover, including the 
top seam, is cut out. The edge is 
smoothed and sharpened. A small hole 
to permit, passage of air is made in the 
bottom.

(iii) The hydraulic press referred to 
in paragraph (c)(2)(vi) to (x) of this 
section, inclusive, is made by so mount­
ing a hydraulic jack, in a strong frame, 
that it will press horizontally against the 
center of the plunger in the press cylin­
der used. The frame is so braced that 
it does not change shape when pressure 
is applied. The gauge on the hydraulic 
jack is'so calibrated that it will indicate, 
for the plunger being used, when the 
plunger is pressing against the contents 
of the press cylinder with a pressure of 
384 pounds per square inch of plunger 
face.

(iv) The sieving device referred to in 
paragraph (c) (2) (xii) of this section 
consists of three sieves, each approxi­
mately 1 foot square, loosely mounted, 
one above the other, in a metal frame. 
The mesh in the top sieve complies with 
the specifications' for 1 %-inch woven - 
wire cloth as set forth in “Standard 
Specifications for Sieves,” as published 
March 1, 1940, in L. C. 584 of the U.S. 
Department of Commerce, National Bu­
reau of Standards. The meshes in the 
sieves below comply with similar specifi­
cations for 1-inch and %-inch woven- 
wire cloth as set forth in the same pub­
lication. The sides of each sieve are 
formed, in a raised rim, from %-inch x 
%-inch metal strap. The frame has 
tracks made of %-inch angle metal to 
support each sieve under each side. The 
tracks are so positioned as to permit each 
sieve a free vertical travel of 1% inches.

(4) If canned tuna falls below the ap­
plicable standard of fill of container 
prescribed in paragraph (c)(1) of this 
section, the label shall bear the general 
statement of substandard fill provided in 
§ 130.14(b) of this chapter, in the manner 
and form therein specified.

PART 163— CACAO PRODUCTS 
Subpart A— [Reserved]

Subpart B— Requirements for Specific 
Standardized Cacao ProductsSec.

163.110 Cacao nibs.
163.111 Chocolate liquor.
163.112 Breakfast cocoa.
163.113 Cocoa.
163.114 Low-fat cocoa.
163.117 Cocoa with dioctyl sodium sulfosuc- 

cinate for manufacturing.
163.123 Sweet chocolate.
163.130 Milk chocolate.
168.135 Buttermilk chocolate.
163.140 Skim milk chocolate.
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Sec.
163.145 Mixed dairy product chocolates. 
163.150 Sweet cocoa and vegetable fat 

(other than cacao fat) coating. 
163.153 Sweet chocolate and vegetable fat 

(other than cacao fat) coating. 
163.155 Milk chocolate and vegetable fat 

(other than cacao fat) coating.
Authority: Secs. 401,. 701, 52 Stat. 1046 as 

amended, 1055-1056 as amended (21 U.S.C. 
341, 371) unless otherwise noted.

Subpart A— [Reserved]
Subpart &—Requirements for Specific 

Standardized Cacao Products
§ 1 6 3 .1 1 0  Cacao nibs.

(a) Cacao nibs, cocoa nibs, cracked 
cocoa is the food prepared by heating 
and cracking dried or cured and cleaned 
cacao beans and Removing shell there­
from. Cacao nibs or the cacao beans' 
from which they are prepared may be 
processed by heating with one or more of 
the following optional alkali ingredients, 
added as such or in aqueous solution: 
Bicarbonate, carbonate, or hydroxide of 
sodium, ammonium, or potassium; or 
carbonate or oxide of magnesium; but for 
each 100 parts by weight of cacao nibs 
used, as such or before shelling from the 
cacao beans, the total quantity of such 
alkalis used is not greater in neutralizing 
value (calculated from the respective 
combining weights of such alkalis used) 
than the neutralizing value of 3 parts by 
weight of anhydrous potassium carbon­
ate. The cacao shell content of cacao 
nibs, is not more than 1.75 percent by 
weight (calculated to an alkali-free basis 
if they or the cacao beans from which 
they were prepared have been processed 
with alkali), as determined by the 
method prescribed under “Shell in 
Cacao Nibs—Tentative” beginning on 
page 208 [Ed. note, 10th edition, 1965, p. 
180, secs. 12.009-12.0131 of “Official and 
Tentative Methods of Analysis of the 
Association of Official Agricultural 
Chemists,” 5th Ed., 1940.

(b) When cacao nibs or the cacao 
beans from which they are prepared are 
processed, in whole or in part, with any 
optional alkali ingredient specified in 
paragraph (a) of this section, the label 
shall bear the statement “Processed with 
alkali”; but in lieu of the word “alkali” 
in such statement the specific common 
name of the optional alkali ingredient 
may be used. Wherever the name of 
the food appears on the label so con­
spicuously as to be easily seen under 
customary conditions of purchase, such 
statement shall immediately and con­
spicuously precede or follow such name 
without intervening written, printed, or 
graphic matter.
§1 6 3 .1 1 1  Chocolate liquor.

(a) Chocolate liquor, chocolate, bak­
ing chocolate, bitter chocolate, cooking 
chocolate, chocolate coating, bitter 
chocolate coating is the solid or semi­
plastic food prepared by finely grinding 
cacao nibs. To such ground cacao nibs, 
cacao fat or a cocoa or both may be 
added in quantities needed to adjust the 
cacao fat content of the finished choc­
olate liquor. (For the purposes of this 
section the term “cocoa” means break-
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fast cocoa, cocoa, low-fat cocoa, or any 
mixture of two or more of these.) Choc­
olate liquor may be spiced, flavored, or 
otherwise seasoned with one or more 
of the following optional ingredients, 
other than any such ingredient or com­
bination of ingredients specified in para­
graph (a) (1), (2), or (3) of this sec­
tion which imparts a flavor that imitates 
the flavor of chocolate, milk, or butter:

(1) Ground spice.
(2) Ground vanilla beans; any nat­

ural food flavoring oil, oleoresin, or 
extract.

(3) Vanillin, ethyl vanillin, or other 
artificial food flavoring.

(4) Butter, milk fat, dried malted ce­
real extract, ground coffee, ground nut 
meats.

.(5) Salt.
Any optional ingredient used with the 
cacao beans or cacao nibs from which 
such chocolate liquor is prepared, or used 
with any cocoa added in preparing such 
chocolate liquor, shall be considered to 
be an optional ingredient used with such 
chocolate liquor. The optional alkali in­
gredients specified for use with cacao 
nibs in § 163.110(a) may be used as op­
tional ingredients with chocolate liquor; 
but for each 100 parts by weight of cacao 
nibs used in preparing the chocolate liq­
uor, the total quantity of such alkalis 
used is not greater in neutralizing value 
(calculated from the respective combin­
ing weights of such alkalis used) than 3 
parts by weight of anhydrous potassium 
carbonate. The finished chocolate liquor 
contains not less than 50 percent and 
not more than 58 percent by weight of 
cacao fat. Unless the chocolate liquor is 
seasoned with butter, milk fat, or ground 
nut meats, the percentage of cacao fat 
is determined by the method prescribed 
under “Fat Method I—Official” begin­
ning on page 202 [Ed. note, 10th edition, 
1965, p. 184, sec. 12.022] of “Official and 
Tentative Methods of Analysis of the 
Association of Official Agricultural 
Chemists,” 5th Ed., 1940.

(b) Wherever the name of the food 
appears on the label so conspicuously 
as to be easily seen under customary con­
ditions of purchase, the statements pre­
scribed in this section, showing the op­
tional ingredients used shall immediately 
and conspicuously precede or follow such 
name, without intervening written, 
printed, or graphic matter:

(1) When the food is seasoned with 
an optional ingredient specified in para­
graph (a) (1) of this section the label 
shall bear the . statement “Spiced”, 
“Spice added”, “With added spice”,
“Spiced w i th _____”, or “With added
__ ___ ”, the blank being filled in with the
specific common name of the spice used. -

(2) When the food is flavored with an
optional ingredient specified in para­
graph (a) (2) of this section, the label 
shall bear the statement “Flavored”, 
“Flavoring added”, “With added flavor­
ing”, or “Flavored w ith _____________
added”, or “With added --------”, the
blank being filled in with the specific 
common name of the flavoring used.

(3) When the food is flavored with 
an optional ingredient specified in par­

agraph (a) (3) of this section, the label 
shall bear the statement “Artificially 
flavored”, “Artificial flavoring added”, 
“With artificial flavoring”, “Artificially
flavored with or “W ith __ _, an
artificial flavoring”, ' the blank being 
filled in with the specific common name 
of the artificial flavoring used.

(4) When the food is seasoned with ah 
optional ingredient specified in para­
graph (a)(4) of this section, the label 
shall bear the statement “Seasoned with
__ the blank .being filled in with the
specific common name of the substance 
used as seasoning.

(5) When any optional alkali ingre­
dient specified in § 163.110 (a) is used, 
the label shall bear the statement “Proc­
essed with alkali”; but in lieu of the word 
“alkali” in such statement the specific 
common name of the optional alkali in­
gredient may be used.
Label statements prescribed in para­
graph (b) (1) to (4), inclusive, of this 
section may be combined, as for exam­
ple, “With added cinnamon, vanilla, and 
ethyl vanillin, an artificial flavoring”.
§ 1 6 3 .1 1 2  Breakfast cocoa.

(a) Breakfast cocoa, high fat cocoa is 
the food prepared by pulverizing the 
residual material remaining after part of 
the cacao fat has been removed from 
ground cacao nibs. It may be spiced, 
flavored, or otherwise seasoned with one 
or more of the following optional ingre­
dients, other than any such ingredient 
or combination of ingredients which im­
parts a flavor that imitates the flavor of 
chocolate, milk, or butter:

(1) Ground spice.
(2) Ground vanilla beans; any natural 

food flavoring oil, oleoresin, or extract.
(3) Vanillin, ethyl vanillin, or other 

artificial food flavoring.
(4) Salt.

Any optional ingredient used with the 
cacao beans, cacao nibs, or ground cacao 
nibs from which such breakfast cocoa is 
prepared shall be considered to be an 
optional ingredient used with such 
breakfast cocoa. The optional alkali in­
gredients specified for use with cacao 
nibs in § 163.110(a) may be used as op­
tional ingredients with breakfast cocoa; 
but for each 100 parts by weight of cacao 
nibs used in preparing the breakfast co­
coa, the total quantity of such alkalis 
used is not greater in neutralizing value 
(calculated from the respective combin­
ing weights of such alkalis used) than 3 
parts by weight of anhydrous potassium 
carbonate. The finished breakfast cocoa 
contains not less than 22 percent of 
cacao fat, as determined by the method 
prescribed under “Fat Method I—Offi­
cial” beginning on page 202 [Ed. note, 
10th edition, 1965, p. 184, sec. 12.0221 of 
“Official and Tentative Methods of 
Analysis of the Association of Official 
Agricultural Chemists,” 5th Ed., 1940.

(b) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the statements pre­
scribed in this section, showing the op­
tional ingredients used shall immediately 
and conspicuously precede or follow such
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name, without intervening written, 
printed, or graphic matter:

(1) When the food is seasoned with an 
optional ingredient specified in para­
graph (a)(1) of this section, the label 
shall bear the statement “Spiced”, “Spice 
added”, “With added spice”, “Spiced
w ith__or “With ad d e d ______ ”, the
blank being filled in with the specific 
common name of the spice used.

(2) When the food is flavored with an
optional ingredient specified in para­
graph (a) (2) of this section, the label 
shall bear the statement “Flavored”, 
“Flavoring added”, “With added fla­
voring”, “Flavored w ith_____________
added”, or “With added the blank
being filled in with the specific common 
name of the flavoring used.

(3) When the food is flavored with an 
optional ingredient specified in para­
graph (a) (3) of this section, the label 
shall bear the statement “Artificially 
flavored”, “Artificial flavoring added”, 
“With artificial flavoring”, “Artificially
flavored w ith ___”, or “With an
artificial flavoring”, the blank being 
filled in with the specific common name 
of the artificial flavoring used.

(4) When any optional alkali ingre­
dient specified in § 163.110(a) is used, 
the label shall bear the statement “Proc­
essed with alkali”; but in lieu of the 
word “alkali” in such statement the spe­
cific common name of the optional alkali 
ingredient may be used.
Label statements prescribed by para­
graph (b) (1) to (4), inclusive, of this 
section may be combined, as for example, 
“With added cinnamon, vanilla, and 
ethyl vanillin, an artificial flavoring”.
§ 163.113 Cocoa.

Cocoa, medium fat cocoa conforms to 
the definition and standard of identity, 
and is subject to the requirements for 
label statement of optional ingredients, 
prescribed for breakfast cocoa by § 163.- 
112, except that it contains less than 22 
percent but not less than 10 percent of 
cacao fat, as determined by the method 
referred to in § 163.112(a).
§ 163.1 14, Low-fat cocoa.

Low-fat cocoa conforms to the defini­
tion and standard of identity, and is sub­
ject to the requirements for label state­
ment of optional ingredients, prescribed 
for breakfast cocoa by § 163.12, except 
that it contains less than 10 percent of 
cacao fat as determined by the method 
referred to in § 163.112(a)-
§ 163.117 Cocoa with dioctyl sodium sul- 

fosuccinate for manufacturing.
(a) Cocoa with dioctyl sodium sul- 

fosuccinate for manufacturing is the 
food additive complying with the provi­
sions § 172.520 of this chapter. I t con­
forms to the definition and standard 
of identity and is subject to the require­
ments for label statement of optional in­
gredients prescribed for breakfast cocoa 
j>y § 163.112, or for cocoa by § 163.113, or 
low-fat cocoa by § 163.114, except that 
the food additive contains dioctyl sodium 
sulfosuceinate (complying with the re­
quirements of § 172.810 of this chapter
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ineluding the limit of not more than 0.4 
percent by weight of the finished food 
additive).

(b) The name of the food additive is 
“cocoa with dioctyl sodium sulfosucci- 
nate for manufacturing” to which is 
added any modifier of the word “cocoa” 
required by the definition and standard 
of identity to which the food additive 
otherwise conforms. When the food 
additive is used in a fabricated food, the 
words “for manufacturing” may be 
omitted from any declaration of in­
gredients. required under § 101.4 of this 
chapter.
§ 163.123 Sweet chocolate.

(a) Sweet chocolate, sweet chocolate 
coating is the solid or semiplastic food 
the ingredients of which are intimately 
mixed and ground-, prepared from choco­
late liquor ( with or without the addition 
of cacao fat) sweetened with one of the 
optional saccharine ingredients specified 
in paragraph (b) of this section. It may 
be spiced, flavored, or otherwise seasoned 
with one or more of the optional ingredi­
ents specified in paragraph (c) of this 
section, other than any such ingredient 
or combination of ingredients which im­
parts a flavor that imitates the flavor 
of chocolate, milk, or butter. One of the 
optional emulsifying ingredients or com­
binations of ingredients specified in 
paragraph (d) of this section may be 
used, subject to the conditions therein 
prescribed. One or more of the optional 
dairy ingredients specified in paragraph 
(e) of this section may be used in such 
quantity that the finished sweet choco­
late contains less than 12 percent by 
weight of milk constituent solids. If 
chocolate liquor with any optional in­
gredient specified in § 163.111(a) is used, 
such ingredient shall be considered to be 
an optional ingredient used with the 
sweet chocolate. The finished sweet 
chocolate contains not less than 15 per­
cent by weight of chocolate liquor, cal­
culated by subtracting from the weight 
of chocolate liquor used the weight of 
cacao fat therein and the weights therein 
of alkali and seasoning ingredients, if 
any, multiplying the remainder by 2.2, 
dividing the result by the weight of the 
finished sweet chocolate, and multiply­
ing the quotient by 100. Bittersweet 
chocolate is sweet chocolate which con- 
tams not less than 35 percent by weight 
of chocolate liquor, calculated in the 
same manner.

(b) The optional saccharine ingredi­
ents referred to in paragraph (a) of this 
section are:

(1) Sugar, or partly refined cane 
sugar, or both.

(2) Any mixture of dextrose and sugar 
or partly refined cane sugar or both in 
which the weight of the solids of the 
dextrose used is not more than one-third 
of the total weight of the solids of all 
the saccharine ingredients used.

(3) Any mixture of dried com sirup 
or dried glucose sirup and sugar or partly 
refined cane sugar or both in which the 
weight of the solids of the dried com 
simp or dried glucose simp used is not 
more than one-fourth of the total weight
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of the solids of all the saccharine ingre­
dients used.

(4) Any mixture of dextrose and dried 
com simp o r‘dried glucose simp and 
sugar or partly refined cane sugar or 
both in which three times the weight of 
the solids of the dextrose used plus four 
times the weight of the solids of the dried 
com simp or of the solids of the dried 
glucose simp used is not more than the 
total weight of the solids of all the sac­
charine ingredients used.

(c) The optional ingredients for spic­
ing, flavoring, or otherwise seasoning re­
ferred to in paragraph (a) of this sec­
tion are:

(1) Ground spice.
(2) Ground vanilla beans; anynautral 

food flavoring oil or oleoresin or extract.
(3) Ground coffee.
(4) Ground nut meats.
(5) Honey, molasses, brown sugar, 

maple sugar.
. <6) Dried malted cereal extract.
(7) Salt.
(8) Vanillin, ethyl vanillin, or other 

artificial food flavoring.
(d) The optional emulsifying ingre­

dient or combination of ingredients re­
ferred to in paragraph (a) of this sec­
tion is:

(1) Lecithin, with or without related 
natural phosphatides, in an amount not 
to exceed 0.5 percent by weight of the 
finished food (with or without a vege­
table food fat carrier in an amount not 
to exceed two-thirds of the weight of the 
emulsifying ingredient used); or

(2) Monoglycerides and diglycerides 
of fat-forming fatty acids in combina­
tion with monosodium phosphate deriva­
tives thereof, in an amount not to exceed 
0.5 percent of the weight of the finished 
food (with or without a vegetable food 
fat carrier in an amount not to exceed 
two-thirds of the weight of the emulsi­
fying ingredient used); or

(3) Sorbitan monostearate, comply­
ing with the requirements of § 172.842 of 
this chapter, in an amount not to ex­
ceed 1 percent of the weight of the fin­
ished food; or

(4) Polysorbate 60, complying with 
the requirements of § 172.836 of this 
chapter, in an amount not to exceed 0.5 
percent of the weight of the finished 
food; or

(5) Any combination of two or more 
of the foregoing each within the limits 
prescribed in paragraph (d) (1), (2),
(3), and (4) of this section provided 
that the total quantity of any two or all 
three of the emulsifiers specified in para­
graph (d) (2), (3), and (4) of this sec­
tion does not exceed 1 percent by weight 
of the finished food and the total quan-r 
tity of the emulsifiers specified in para­
graph (d) (1) and (2) of this section 
does not exceed 0.5 percent of the weight 
of the finished food.

(e) The optional dairy ingredients re­
ferred to in paragraph (a) of this section 
are: /

(1) Cream, milk fat, butter.
(2) Milk, concentrated milk, evapo­

rated milk, sweetened condensed milk, 
dried milk.
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(3) Skim milk, concentrated skim 
milk, evaporated skim milk, sweetened 
condensed skim milk, nonfat dry milk.

(4) Concentrated buttermilk, dried 
buttermilk.

(5) Malted milk.
(f) For the purpose of this section:
(1) The term “dextrose” means the 

anhydrous refined monosaccharide ob­
tained from hydrolyzed starch.

(2) The term “dried com sirup” means 
the product obtained by drying incom­
pletely hydrolyzed cornstarch; its solids 
contain not less than 40 percent by 
weight of reducing sugars calculated as 
anhydrous dextrose.

(3) The term “dried glucose sirup” 
means the product obtained by drying 
“glucose sirup”. “Glucose sirup” is a 
clarified, concentrated, aqueous solu­
tion of the products obtained by the in­
complete hydrolysis of any edible starch. 
The solids of glucose sirup contain not 
less than 40 percent by weight of reduc­
ing sugars calculated as anhydrous dex­
trose.

(g) “Semisweet chocolate”, “bitter­
sweet chocolate”, “semisweet chocolate 
coating”, and “bittersweet chocolate 
coating” are alternate names for sweet 
chocolate which contains not less than 
the minimum quantity of chocolate liq­
uor prescribed for bittersweet chocolate 
by paragraph (a) of this section.

(h) Wherever the name of the food 
appears on the label so conspicuously 
as to be easily seen under customary 
conditions of purchase, the statements 
prescribed in this paragraph showing the 
optional ingredients used shall immedi­
ately and conspicuously precede or fol­
low such name, without intervening 
written, printed, or graphic matter:

(1) When the food is flavored with 
an optional ingredient specified in para­
graph (c) (8) of this section, the label 
shall bear the statement “Artificially 
flavored”, “Artificial flavoring added”, 
“With artificial flavoring”, “Artificially
flavored w i th __________ ”, or “With
_________ _ an artificial flavoring”, the
blank being filled in with the specific 
common name of the artificial flavoring 
used. ,

(2) When an optional emulsifying in­
gredient or combination of ingredients 
specified in paragraph (d) of this section 
is used, the label shall bear the state­
ment “Emulsifier added”, “With added
emulsifier”, or “------------—— added as
(an) emulsifier (s) ”, the blank being filled 
in with the common name(s) of the 
emulsifier (s) used.

(3) When any optional alkali ingredi­
ent specified in § 163.110(a) is used, the 
label shall bear the statement “Processed 
with alkali”, but in lieu of the word “al­
kali” in such.statement the specific com­
mon name of the optional alkali ingredi­
ent may be used.
In cases where two or more of the state­
ments set forth in this paragraph are 
required, such statements may be com­
bined in a manner which is appropriate 
and not misleading.
§ 163.130 Milk chocolate.

(a) Milk chocolate, sweet milk choco­
late, milk chocolate coating, sweet milk

chocolate coating is the solid or semi­
plastic food the ingredients of which 
are intimately mixed and ground, pre­
pared from chocolate liquor (with or 
without the addition of cacao fat) and 
one or more of the optional dairy ingredi­
ents specified in paragraph (b) of this 
section, sweetened with one of the op­
tional saccharine ingredients specified 
in § 163.123 (b) and (f). It may be spiced, 
flavored, or otherwise seasoned with one 
or more of the optional ingredients spec­
ified in paragraph (c) of this section, 
other than any such ingredient or com­
bination of ingredients which imparts a 
flavor that imitates the flavor of choco­
late, milk, or butter. One of the optional 
emulsifying ingredients or combinations 
of ingredients specified in paragraph (d) 
of this section may be used, subject to 
the conditions therein prescribed. If 
chocolate liquor with any optional ingre­
dient specified in § 163.111(a) is used, 
such ingredient shall be considered to be 
an optional ingredient used with the milk 
chocolate. The finished milk chocolate 
contains not less than 3.66 percent by 

'weight of milk fat, not less than 12 per­
cent by weight of milk solids, and not 
less than 10 percent by weight of choco­
late liquor as calculated by subtracting 
from the weight of chocolate liquor used 
the weight of cacao fat therein and the 
weights therein of alkali and seasoning 
ingredients, if any, multiplying the re­
mainder by 2.2, dividing the result by the 
weight of the finished milk chocolate, and 
multiplying the quotient by 100.

(b) The optional dairy ingredients re­
ferred to in paragraph (a) of this section 
are milk, concentrated milk, evaporated 
milk, sweetened condensed milk, dried 
milk, butter, milk fat, cream, skim milk, 
concentrated skim milk, evaporated skim 
milk, sweetened condensed skim milk, 
and nonfat dry milk; but in any such 
ingredient or combination of two or more 
of such ingredients used, the weight of 
nonfat milk solids is not more than 2.43 
times and not less than 1.20 times the 
weight of milk fat therein.

(c) The optional ingredients for 
spicing, flavoring, or otherwise seasoning 
referred to in paragraph (a) of this 
section are:

(1) Ground spice.
(2) Ground vanilla beans; any natural 

food flavoring oil or oleoresin or extract.
(3) Ground coffee.
(4) Ground nut meats.
(5) Honey, molasses, brown sugar, 

maple sugar.
(6) Dried malted cereal extract.
(7) Salt.
(8) Vanillin, ethyl vanillin, or other 

artificial food flavoring.
(d) The optional emulsifying ingre­

dient or combination of ingredients re-
- ferred to in paragraph (a) of this section 
is:

(1) Lecithin, with or without related 
natural phosphatides, in an amount not 
to exceed 0.5 percent by weight of the 
finished food (with or without a vege­
table food fat carrier in an amount not 
to exceed two-thirds of the weight of the 
emulsifying ingredient used); or

(2) Monoglycerides and diglycerides 
of fat-forming fatty acids in combina­

tion with monosodium phosphate deriva­
tives thereof, in an amount not to exceed 
0.5 percent of the weight of the finished 
food (with or without a vegetable food 
fat carrier in an amount not to exceed 
two-thirds of the weight of the emulsi­
fying ingredient,used); or

(3) Sorbitan monostearate, complying 
with the requirements of § 172.842 of 
this chapter, in an amount not to exceed 
1 percent of the weight of the finished 
food; or

(4) Polysorbate 60, complying with 
the requirements of § 172.836 of this 
chapter, in an amount not to exceed 0.5 
percent of the weight of the finished 
food; or

(5) Any combination of two or more 
of the foregoing each within the limits 
prescribed in paragraph ,(d) (1), (2),
(3), and (4) of this section provided that 
the total quantity of any two or all three 
of the emulsifiers specified in paragraph
(d) (2), (3) , and (4) of this section does 
not exceed 1 percent by weight of the 
finished food and the total quantity of 
the emulsifiers specified in paragraph
(d) (1) and (2) of this section does not 
exceed 0.5 percent of the weight of the 
finished food.

(e) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary con­
ditions of purchase, the statements pre­
scribed in this paragraph showing the 
optional ingredients used shall immedi­
ately and conspicuously precede or follow 
such name, without intervening written, 
printed, or graphic matter:

(1) When the food is flavored with an 
optional ingredient specified in para­
graph (c.) (8) of this section, the label 
shall bear the statement “Artificially 
flavored”, “Artificial flavoring added”, 
“With artificial flavoring”, “Artificially
flavored w i th ___ 1_______”, or “With
■__________, an artificial flavoring”, the
blank being filled in with the specific 
common name of the artificial flavoring 
used.

(2) When an optional emulsifying
ingredient or combination of ingredients 
specified in paragraph (d) of this section 
is used, the label shall bear the statement 
“Emulsifier added”, “With added emulsi­
fier”, or “__1__ ____ added as (an)
emulsifier (s) ”, the blank being filled in 
with the common name(s) of the emulsi- 
fier(s) used.

(3) When any optional alkali in­
gredient specified in § 163.110(a) is used, 
the label shall bear the statement “Proc­
essed with alkali,” but in lieu of the 
word “alkali” in such statement the spe­
cific common name of the optional alkali 
ingredient may be used.
In cases where two or more of the state­
ments set forth in this paragraph are 
required, such statements may be com­
bined in a manner which is appropriate 
and not misleading.
§ 163.135 Buttermilk chocolate.

Buttermilk chocolate, buttermilk 
chocolate coating conforms to the defini­
tion and standard of identity, and is sub­
ject to the requirements for label state­
ment of optional ingredients, prescribed
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for milk chocolate by § 163130, except 
that:

(a) The dairy ingredients used are 
limited to sweet cream buttermilk, con­
centrated sweet cream buttermilk, dried 
sweet cream buttermilk, or any combina­
tion of two or all of these.

(b) The finished buttermilk chocolate 
contains less than 3.66 percent by weight 
of milk fat and, instead of milk solids, 
it contains not less than 12 percent by 
weight of sweet cream buttermilk solids.
§ 163.140 Skim m ilk chocolate.

Skim milk chocolate, sweet skim 
milk chocolate, skim milk chocolate coat­
ing, sweet skim milk chocolate coating 
conforms to the definition and standard 
of identity, and is subject to the require­
ments for label statement of optional in­
gredients, prescribed for milk chocolate 
by § 163.130, except that:

(a) The dairy ingredients used are 
limited to skim milk, concentrated skim 
milk, evaporated skim milk, sweetened 
condensed skim milk, nonfat dry milk, 
and any combination of two or more of 
these.

(b) The finished skim milk chocolate 
contains less than 3.66 percent by weight 
of milk fat and, instead of milk solids, 
it contains not less than 12 percent by 
weight of skim milk solids.
§ 163.145 Mixed dairy product choco­

lates.
(a) The articles for which definitions 

and standards of identity are prescribed 
by this section are the foods each of 
which conforms to the definition and 
standard of identity, and is subject to the 
requirements for label statement of . op­
tional Ingredients, prescribed for milk 
chocolate by § 163.130, except that:

(1) The dairy ingredient used in each 
such article is a  mixture of two or more 
of the following four components:

(1) Any dairy Ingredient or combina­
tion of such ingredients specified in 
§ 163.130(b) which is within the limits of 
the ratios specified therein for nonfat 
milk solids to milk fat.

(ii) One or more of the five skim milk 
ingredients specified in § 163.140.

(iii) One or more of the three sweet 
cream buttermilk ingredients specified in 
§ 163.135.

(iv) Malted milk.
(2) Each of the finished articles may 

contain less than 3.66 percent by weight 
of milk fat and, instead of milk solids, it 
contains not less than 12 percent by 
weight of milk constituent solids of the 
components used. The quantity of each 
component used in any such mixture is 
such that no component contributes less 
than one-third of the weight of milk con­
stituent solids contributed by that com­
ponent used in largest proportion. When 
any such mixture is of components (i) 
and (ii) of paragraph (a) (1) of this sec­
tion, the quantity of nonfat milk solids 
m such mixture is more than 2.43 times 
the quantity of milk fat therein. For the 
Purposes of paragraph (b) of this section, 
the designation of each of the compon­
ents listed above is respectively “Milk”, 
‘Skim milk”, “Buttermilk”, and “Malt­
ed milk”.

(b) The name of each such article is 
, “Chocolate” or “Chocolate coating” pre­
ceded by the designations prescribed by 
paragraph (a) of this section for each 
component of the dairy ingredients used, 
such designations appearing in the order 
of predominance, if any, of the weight 
of milk constituent solids in each such 
component, (e.g., “Milk and skim milk 
chocolate”) .
§ 163.150 Sweet cocoa and vegetable fat 

(other than cacao fat) coating.
Sweet cocoa and vegetable fat (other 

than cacao fat) coating conforms to 
the definition and standard of identity, 
and is subject to the requirements for 
label statement of optipnal ingredients, 
prescribed for sweet chocolate by 
§ 163.123, except that:

(a) in  its preparation cocoa is used, 
instead of chocolate liquor, in such quan­
tity that the finished food contains not 
less than 6.8 percent by weight of the 
nonfat cacao portion of such cocoa, cal­
culated by subtracting from the weight 
of cocoa used the weight of cacao fa t 
therein and the weight therein of alkali 
and seasoning ingredients, if any, di­
viding the remainder by the weight of 
the finished food, and multiplying the 
quotient by 100. (For the purposes of 
this section, the term “cocoa” means 
breakfast cocoa, cocoa, low-fat cocoa, or 
any mixture of two or more of these.)

(b) In  its preparation is added one or 
any combination of two or more vege­
table food oils, vegetable food fats, or 
vegetable food stearins, other than ca­
cao fat, which oil, fat, stearin, or com­
bination has a melting point higher than 
that of cacao fat. Any such oil or fa t 
may be hydrogenated.

<c) The requirement of § 163.123(a) 
that the milk constituent solids be less 
than 12 percent by weight does not apply.
§ 163.153 Sweet chocolate and vegetable 

fa t (other than cacao fat) coating.
(a) Sweet chocolate and vegetable fat 

(other than cacao fat) coating conforms 
to the definition and standard of iden­
tity, and is subject to the requirements 
for label statement of optional ingre­
dients, prescribed for sweet chocolate by 
§ 163.123, except that:

(1) m  its preparation there is added 
one or any combination of two or more 
vegetable food oils or vegetable food fats, 
other than cacao fat, which oil, fat, or 
combination may be hydrogenated and 
which has a melting point lower than 
that of Cacao fat.

(2) .Of the emulsifying ingredients and 
combinations of ingredients listed in 
§ 163.123(d) , only the ingredients spec­
ified in § 163.123(d) (1) and (2), alone 
or in combination, may be used subject 
to the limitation that the total quantity 
of these ingredients does not exceed 0.5 
percent by weight of the finished food.

(b) The provisions of this section shall 
not be construed as applicable to any 
article by reason of the addition thereto 
of a vegetable food fa t other than cacao 
fat as a carrier of emulsifying ingre­
dients, as authorized and within the 
limits prescribed by § 163.123(d) (1) 
and (2) .

§ 163.155 Milk chocolate and vegetable 
fat (other than cacao fat) coating.

(a) Milk chocolate and vegetable fat 
(other than cacao fat) coating, sweet 
milk chocolate and vegetable fa t (other 
than cacao fat) coating conforms to the 
definition and standard of identity, and 
is subject to the requirements for label 
statement of optional ingredients, pre­
scribed for milk chocolate by § 163.130, 
except that:

(1) In its preparation there is added 
one or any combination of two or more 
vegetable food oils or vegetable food 
fats, other than cacao fat, which oil, fat, 
or combination may be hydrogenated 
and which has a melting point lower 
than that of cacao fat.

(2) Of the emulsifying ingredients and 
combinations of ingredients listid in 
§ 163.130(d), only the ingredients speci­
fied in § 163.130(d) (1) and (2) , alone or 
in combination, may be used subject to 
the limitation that the total quantity of 
these ingredients does not exceed 0.5 
percent by weight of the finished food.

(b) The provisions of this section shall 
not be construed as applicable to any 
article by reason of the addition thereto 
of a vegetable food fat other than cacao 
fa t as a carrier of emulsifying ingre­
dients, as authorized and within the 
limits prescribed by § 163.130(d) (1) and 
(2) .

PART 164— TREE NUT AND PEANUT 
PRODUCTS

Subpart A— [Reserved]
Subpart B— Requirements for Specific 

Standardized Tree Nut and Peanut Products
Sec.
164.110 Mixed nuts.
164.120 Swelled nuts in rigid or semirigid 

containers.
164.160 Peanut butter.

Authority: Secs. 401, 701, 62 Stat. 1046 as 
amended, 1056-1056 as amended by 70 Stat. 
919, 72 Stat. 948 (21 U.S.O. 341, 371) .

Subpart A- ■[Reserved] 
for Specific 
and Peanut

Subpart B— Requirements
Standardized Tree Nut
Products

§ 164.110 Mixed nuts.
(a) Mixed nuts is the food consisting 

of a mixture of four or more of the op­
tional shelled tree nut ingredients, with 
or Without one or more of the optional 
shelled peanut ingredients, of the kinds 
prescribed by paragraph (b) of this sec­
tion; except that when 2 ounces or less 
of the food is packed in transparent con­
tainers,, three or more of the optional tree 
nut ingredients shall be present. Each 
such kind of nut ingredient when used 
shall be present in a quantity not less 
than 2 percent and not more than 80 
percent by weight of the finished food. 
For purposes of this section, each kind 
of tree nut and peanut is an optional In­
gredient that may be prepared by any 
suitable method in accordance with good 
manufacturing practice. The finished 
food may contain one or more of the 
optional nonnut ingredients provided for 
in paragraph (c) of this section.
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Tfo) The optional shelled nut ingredi­
ents referred to in paragraph (a) of this 
section are:

(1) Almonds, black walnuts, Brazil 
nuts, cashews, English walnuts (alterna­
tively “walnuts”), filberts, pecans, and 
other suitable kinds of tree nuts.

(2) Peanuts of the Spanish, Valencia, 
Virginia, or similar varieties, or any com­
bination of two or more such varieties.

(c) The optional nonnut ingredients 
referred to in paragraph (a) of this sec­
tion consist of suitable substances that 
are not food additives as defined in sec­
tion 201 (s) of the Federal Food, Drug, 
and Cosmetic Act; or if they are food 
additives as so defined, they are used in 
conformity with regulations established 
pursuant to section 409 of the act. Non­
nut ingredients that perform a useful 
function are regarded as suitable, except 
that color additivèsare not suitable in­
gredients of the food.

(d) The name of the food is “mixed 
nuts”. If the percentage of a single tree 
nut ingredient or the total peanut con­
tent by weight of the finished food ex­
ceeds 50 percent but not 60 percent, the
statement “contains up to 60% --------”
or “contains 60% _____ ” or “60%
_____ ” shall immediately follow the
name “mixed nuts” and shall appear on 
the same background, be of the same 
color or, in the case of multicolors, in the 
color showing distinct contrast with 
the background, and be in letters not less 
than one-half the height of the largest 
letter in the words “mixed nuts”. The 
blank is to be filled in with the appro­
priate name of the predominant nut in­
gredient; for example, “contains up to 
60% pecans” or “contains up to 60% 
Spanish peanuts”. The numbers “70” or 
“80” shall be substituted for the num­
ber “60” when the percentage of the pre­
dominant nut ingredient exceeds 60 but 
not 70, or exceeds 70 but not 80, respec­
tively. Compliance with the requirements 
for percentage of nut ingredients of this 
section and the fill of container require­
ments of § 164.120(c) will be determined 
by the following procedure:

(1) Take a t random from a lot, in the 
case of containers bearing a weight dec­
laration of 16 ounces, or less, a t least 
24 containers, and for containers bear­
ing a weight declaration of more than 16 
ounces, enough containers to provide a 
total quantity of a t least 24 pounds of 
nuts.

(2) If compliance with § 164.120(c) 
is to be determined, first follow the pro­
cedure set forth therein.

(3) Determine the percent by weight 
of each nut ingredient present in each 
container separately. Calculate the av­
erage percentage of each nut ingredient 
present. If the average percent found 
for each nut ingredient present is 2 per­
cent or more and none of the individual 
nut ingredients exceeds 80 percent by 
weight of the finished food, the lot will 
be deemed to be in compliance with the 
percentage requirements of paragraph 
(a) of this section, t f  the average per­
cent found for a single nut ingredient 
exceeds 50 percent by weight of the

finished food and the average percent 
found is within the range indicated by 
the number declared on the label in ac­
cordance with this paragraph, the lot 
will be deemed to be in compliance with 
the labeling requirements of this para­
graph.

(e) Optional nut ingredients and op­
tional nonnut ingredients used in the 
food, as provided for in paragraphs (b) 
and (c) of this section, shall be declared 
on the label by their common names in 
the order of decreasing predominance by 
weight except that:

(1) If the Spanish variety of peanuts
is used, it shall bd declared as “Spanish 
peanuts”. Other varieties of peanuts 
shall be declared as “peanuts”, or alter­
natively “__________  peanuts”, the
iblank being filled in with the varietal 
name of the peanuts used.

(2) If the peanut ingredient or in­
gredients as provided for in paragraph
(b) (1) of this section are unblanched, 
the label shall show that fact by such 
statement as “Peanuts unblanched”, 
“Peanuts skins on,” or words of similar' 
import, unless the vignette clearly depicts 
peanuts with skins on.

(3) Vegetable oils used shall be de­
clared by the words “Vegetable oil” or 
“Hydrogenated vegetable oil”, or alter-
natively “_________ oil”, or “Hydro­
genated __________ oil”, as the case
may be, the blank being filled in with the 
name or names of the vegetable 
source(s) of the oil. For the purposes of 
4his section, hydrogenated vegetable oil 
shall be considered to include partially 
hydrogenated vegetable oil.

(4) When antioxidant preservatives 
are used in the finished food, the label
shall bear the statement “__________
added as a preservative” or “________
added to inhibit rancidity”, the blank 
being filled in with the name or names 
of the preservative(s) used.

(f) The words and statements speci­
fied in paragraph (e) of this section 
showing the optional ingredients pres­
ent shall be listed on the principal dis­
play panel or panels or any appropriate 
information panel without obscuring de­
sign, vignettes, or crowding. The dec­
laration shall appear in conspicuous and 
easily legible letters of boldface print or 
type the size of which shall be not less 
than one-half of that required by Part 
101 of this chapter for the statement of 
net quantity of contents appearing on 
the label, but in no case less than one- 
sixteenth of an inch in height. The en­
tire ingredient statement shall appear on 
at least one panel of the label. If the 
label bears any pictorial representation 
of the mixture of nuts, it shall depict the 
relative proportions of the nut ingredi­
ents of the food. If the label bears a pic­
torial representation of only one of each 
nut ingredient present, the nuts shall be 
depicted in the order of decreasing pre­
dominance by weight. A factual state­
ment that the food does not contain a 
particular nut ingredient or ingredients 
may be shown on the label if the state­
ment is not misleading and does not re­
sult in an insufficiency of label space for

the proper declaration of information 
required by or under authority of the 
act to appear on the label.
§ 164.120 Shelled nuts in rigid or semi­

rigid containers.
(a)-(b) [Reserved]
(c) Fill of container—(1) The stand­

ard of fill for shelled nuts in rigid or 
semirigid containers is a fill such that 
the average volume of nuts, from the 
number of containers specified in 
§ 164.110(d) (1), is not less than 85 per­
cent of the container volume as deter­
mined by the method in paragraph (c)
(2) of this section.

(2) The method for determining the 
percent of fill is as follows:

(i) For the shelled nuts in each con­
tainer, determine the loose volume, the 
settled volume, and the average volume 
in cubic centimeters. For the purposes 
of this subparagraph, consider volume in 
milliliters to be numerically equal to 
volume in cubic centimeters. Open the 
container and pour the nuts loosely into 
a vertical graduated cylinder (do not 
tüt) of appropriate size fitted with a 
funnel which has been modified, if nec­
essary, to provide a minimum opening 
of 11/2-inch diameter. (If the loose vol­
ume of the nuts is less than 500 milli­
liters, use a 500-milliliter cylinder with 
an inside diameter of approximately 
1% inches; but if the loose volume is 
500 milliliters or more, use a 1,000-milli- 
liter cylinder with an inside diameter 
of approximately 2Y* inches.) Without 
shaking the cylinder, estimate the loca­
tion of a horizontal plane represent­
ing the average height of the product, 
read the volume of the nuts, and re­
cord as the loose volume. Raise the 
cylinder 2 inches and allow it a free 
vertical drop onto a level, firm, but resil­
ient surface (do not tamp) for a total 
of 5 times and observe the volume as 
above. Repeat in successive five-drop in­
crements until the nuts have so settled 
that the volume decreases less than 2 
percent in the last five-drop increment. 
Read the last volume in the manner 
described above and record as the set­
tled volume. The arithmetical average 
of the loose volume and the settled vol­
ume equals the average volume of nuts.

(ii) Classify the container by shape 
and determine its volume in cubic centi­
meters according to one of the follow­
ing methods as appropriate:

(a) For containers of irregular shape, 
including glass jars, follow the general 
method for water capacity of containers 
as prescribed in § 130.12(a) of this chap­
ter and determine the container volume, 
considering the water capacity in grams 
to be numerically equivalent to volume 
in cubic centimeters, or the watér capac­
ity in ounces (avoirdupois) to be equiva­
lent to 28.35 cubic centimeters per ounce.

(b) For box-shaped containers (that 
is, with opposite sides parallel) . measure 
the inside height, width, and depth and 
calculate the volume as the product of 
these, three dimensions. For such con­
tainers used to enclose vacuum packs 
and containing 4 ounces or less of the
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product, consider the height to be the 
inside height minus three-eighths inch.

(c) For cylindrical containers, calcu­
late the container volume in cubic centi­
meters as the product of the height 
times the square of the diameter, both 
measured in inches, times 12.87; or as 
the product of the height times the 
square of the diameter, both measured in 
centimeters, times 0.7854. For containers 
that do not have indented ends, use the 
inside height and inside diameter as the 
dimensions. For metal cans with indented 
ends (that is, metal cans with ends a t­
tached .by double seams), consider the 
height to be the outside height at the 
double seam minus three-eighths inch 
(0.953 centimeter) and the diameter to 
be the outside diameter a t the double 
seam minus one-eighth inch (0.318 centi­
meter) . For fiber-bodied containers with 
indented ends (that is, fiber-bodied cans 
with metal ends attached by double 
seams), consider the height to be the 
outside height at the double seam minus 
three-eighths inch (0.953 centimeter) 
and the diameter to be the outside 
diameter at the double seam minus 
three-sixteenths inch (0.476 centimeter).

(iii) Calculate the percent fill of the 
container as follows: Divide the average 
volume of nuts found according to para­
graph (c) (2) (i) of this section by the 
appropriate container volume found ac­
cording to paragraph (c) (2) (ii) of this 
section and multiply by 100. The result 
shall be considered to be the percent fill 
of the container.

(3) If shelled nuts fall below the 
standard of fill of container prescribed 
in paragraph (c) (1) of this section, the 
label shall bear the general statement of 
substandard fill specified in § 130.14(b) 
of this chapter, in the manner and form 
therein specified.
§ 164.150 Peanut butter.

(a) Peanut butter is the food prepared 
by grinding one of the shelled and 
roasted peanut ingredients provided for 
by paragraph (b) of this section, to which 
may be added safe and suitable season­
ing and stabilizing ingredients provided 
for by paragraph (c) of this section, but 
such seasoning and stabilizing ingredi­
ents do not in the aggregate exceed 10 
percent of the weight of the finished 
food. To the ground peanuts, cut or 
chopped, shelled, and roasted peanuts 
may be added. During processing, the oil 
content of the peanut ingredient may be 
adjusted by the addition or subtraction of 
peanut oil. The fat content of the fin­
ished food shall not exceed 55 percent 
when determined as prescribed in section
25.004 Crude Fat—Official, First Action, 
paragraph (a) Direct method, in “Offi­
cial Methods of Analysis of the Associa­
tion of Official Agricultural Chemists,” 
10th Edition, page 412.

(b) The peanut ingredients referred to 
m paragraph (a) of this section are:

(1) Blanched peanuts, in which the 
germ may or may not be included.

Unblanched peanuts, including 
the skins and germ.

(c) The seasoning and stabilizing in­
gredients referred to in paragraph (a) 
of this section are suitable substances

which are not food additives as defined 
in section 201 (s) of the Federal Food, 
Drug, and Cosmetic Act, or if they are 
food additives as so defined, they are 
used in conformity with regulations es­
tablished pursuant to section 409 of the 
act. Seasoning and stabilizing ingredi­
ents that perform a useful function are 
regarded as suitable, except that arti­
ficial flavorings, artificial sweeteners, 
chemical preservatives, added vitamins 
and color additives are not suitable in­
gredients of peanut butter. Oil products 
used as optional stabilizing ingredients 
shall be hydrogenated vegetable oils. 
For the purposes of this section, hydro­
genated vegetable oil shall be considered 
to include partially hydrogenated vege­
table oil.

(d) If peanut butter is prepared from 
unblanched peanuts as specified in para­
graph (b) (2) of this section, the name 
shall show that fact by some such state­
ment as “prepared from unblanched pea­
nuts (skins left on).” Such statement 
shall appear prominently and conspicu­
ously and shall be in type of the same 
style and not less than half of the point 
size of that used for the words “peanut 
butter.” This statement shall immedi­
ately precede or follow the words “pea­
nut butter,” without intervening writ­
ten, printed, or graphic matter.

(e) The label of peanut butter shall 
name, by their common names, the op­
tional ingredients used, as provided in 
paragraph (c) of this section. If hydro­
genated vegetable oil is used, the label 
statement of optional ingredients shall
include the words “Hydrogenated_____
______ oil” or “Hardened_____ ______
oil”, the blank being filled in either with 
the names of the vegetable sources of 
the oil or, alternatively, with the word 
“vegetable”; for example, “Hydrogenated 
peanut oil” or “Hardened peanut and 
cottonseed oils” or “Hydrogenated veg­
etable oil”.

PART 165— NONALCOHOLIC BEVERAGES 
Subpart A— [Reserved]

Subpart B— Requirements for Specific 
Standardized Nonalcoholic Beverages

Sec.
165.175 Soda water.

Authority: Secs. 401, 701, 52 Stat. 1046 as 
amended, 1055-1056 as amended by 70 Stat. 
919 and 72 Stat. 948 (21 U.S.C. 341, 371) un­
less otherwise noted.

Subpart A— [Reserved}
Subpart B— Requirements for Specific 
Standardized Nonalcoholic Beverages

§ 165.175 Soda water.
(a) Description. Soda water is the 

class of beverages made by absorbing 
carbon dioxide in potable water. The 
amount of carbon dioxide used is not less 
than that which will be absorbed by the 
beverage at a pressure of one atmosphere 
and at a temperature of 60“ F. It either 
contains no alcohol or only such alcohol, 
not in excess of 0.5 percent by weight 
of the finished beverage, as is contributed 
by the flavoring ingredient used. Soda 
water designated by any name which 
includes the word “cola” or “pepper"

shall contain caffeine from kola nut ex­
tract and/or other natural caffeine-con­
taining extracts. Caffeine may also be 
added to any soda water. The total caf­
feine content in the finished food shall 
not exceed 0.02 percent by weight. Soda 
water may contain any safe and suitable 
optional ingredient, except that vitamins, 
minerals, and proteins added for nutri­
tional purposes and artificial sweeteners 
are not suitable for food encompassed 
by this standard.

(b) Nomenclature. (1) The name of 
the beverage for which a definition and 
standard of identity is established by this 
section, which is neither flavored nor 
sweetened, is soda water, club soda, or 
plain soda.

(2) The name of each beverage con­
taining flavoring and sweetening ingredi-
ents shall appear as “_______soda” or
“--------- water” or “_______carbon-
ated beverage”, the blank to contain 
the word or words that designate the 
characterizing flavor of the soda water 
as prescribed in § 101.22 of this chapter.

(3) If the soda water is one generally 
designated by a particular common 
name; for example, ginger ale, root beer, 
or sparkling water, that name may be 
used in lieu of the name prescribed in 
paragraph (b) (1) and (2) of this 
section. For the purposes of this section, 
a proprietary name that is commonly 
used by the public as the designation of a 
particular kind of soda water may be 
used in lieu of the name prescribed in 
paragraph (b) (1) and (2) of this 
section.

(c) Label declaration. Each of the op­
tional ingredients used shall be declared 
on the label as required by the applicable 
sections of Part 101 of this chapter.

PART 166— MARGARINE
Subpart A—General ProvisionsSec.

Sec.
166.40 Labeling of margarine.

Subpart B— Requirements for Specific 
Standardized Margarine

166.110 Margarine.
Authority: Secs. 401, 701, 52 Stat. 1046 as 

amended, 1055—1056 as amended by 70 Stat. 
919 and 72 état. 948 (21 U.S.C. 341, 371), un­
less otherwise noted.

Subpart A— General Provisions 
§ 166.40 Labeling o f margarine.

The Federal Food, Drug, and Cosmetic 
Act was amended by Public Law 459, 81st 
Congress (64 Stat. 20) on colored oleo­
margarine or margarine by adding 
thereto a new section numbered 407. 
Among other things, this section requires 
that there appear on the label of the 
package the word “oleomargarine” or 
“margarine” in type or lettering at least 
as large as any other type or lettering on 
the label, and a full and accurate state­
ment of all the ingredients contained in 
such oleomargarine or margarine. It 
provides that these requirements “shall 
be in addition to and not in lieu of any 
of the other requirements of this Act”.

(a) Under section 403(g) of'the Fed­
eral Food, Drug, and Cosmetic Act, any
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article that is represented as or purports 
to be oleomargarine or margarine must 
conform to the definition and standard 
of identity for oleomargarine or marga­
rine promulgated under section 401 of 
the act (Subpart B of this part), and 
its label must bear the name '‘oleomar­
garine” or “margarine”.

(b) The identity standard for oleo­
margarine or margarine applies to both 
the uncolored and the colored article. 
Although this standard does not require 
that all permitted optional ingredients 
be declared on the label, the amendment 
to the Federal Food, Drug, and Cosmetic 
Act made by Public Law 459, 81st Con­
gress, requires the labels on packages of 
colored oleomargarine or margarine to 
bear “a full and accurate statement of 
all the ingredients contained in such 
oleomargarine or margarine”. The op­
tional ingredients permitted by the 
identity standard for oleomargarine or 
margarine and the names by which we 
believe such ingredients, when present, 
should be declared in order to constitute 
“a full and accurate statement” are set 
forth below:

(1) The rendered fat or oil, or stearin 
derived therefrom (any or all of which 
may be hydrogenated), of cattle, sheep, 
swine, or goats, or any combination of 
two or more such articles—to be declared 
by the name of the specific animal fat, 
oil, or stearin, for example, “beef fat’\  
If the animal fat or oil is hydrogenated 
the name should include the word 
“hydrogenated” or “hardened”. Where 
combinations are used, the names are to 
be arranged in order of predominance, 
with the animal fat, oil, or stearin 
present in greatest proportion named 
first.

(2) Any vegetable food fat or oil, or 
oil or stearin derived therefrom (any or 
all of which may be hydrogenated), or 
any combination of two or more such 
articles—to be declared by the name of 
the specific vegetable food fat, oil, or 
stearin, for example “cottonseed oil” or 
“soybean oil”. If the vegetable fats or 
oils present are hydrogenated, the 
declaration should include the word 
“hydrogenated” or “hardened”, for ex­
ample, “hydrogenated cottonseed oil” or 
“hardened cottonseed oil”. If two or 
more vegetable food fats or oils are used 
they are to be named in order of pre­
dominance with the one present in 
greatest proportion named first in the 
series, as, for example, “cottonseed oil, 
soybean oil, and com oil”.

(3) The optional ingredients cream, 
milk, skim milk, nonfat dry milk and 
water, ground soybeans and water, 
butter, and salt should be declared by 
those terms.

(4) Artificial color and artificial flavor 
should be declared as such by the terms 
prescribed in the identity standard for 
oleomargarine or margarine (Subpart B 
of this p a rt). They need not be declared 
additionally by the names of the specific 
colors or flavors.

(5) The presence of sodium benzoate 
or benzoic acid should be declared as 
prescribed by the identity standard for 
oleomargarine or margarine.

FEDERAL

(6) The optional-ingredient vitamin 
A added in an essential carrier should 
be declared as “vitamin A added” or 
“with added vitamin A”.

(7) The optional ingredient vitamin 
D should be declared as “vitamin D 
added” or “with added vitamin D”.

(8) The optional emulsifying ingredi­
ents lecithin, mono- or diglycerides and 
sodium sulfo-acetate derivatives of 
mono- or diglycerides should be declared 
by those terms.

(9) The presence of citric acid,-iso­
propyl citrate, and stearyl citrate should 
be declared as prescribed by the identity 
standard for oleomargarine or mar­
garine.

(10) The statement of all the ingredi­
ents contained in colored olemargarine 
or colored margarine is subject to the 
requirements pertaining to conspicuous­
ness in section 403 (f) of the act.

(c) In considering the requirement 
that the word “oleomargarine” or “mar­
garine” be in type or lettering a t least as 
large as any other type or lettering on 
the label, it must be borne in mind that 
a t least three factors are involved—the 
height of each letter, the area occupied 
by each letter as measured by a closely 
fitting rectangle drawn around it, and 
the boldness of letters or breadth of the 
lines forming the letters. The -type or 
lettering used should meet the following 
tests:

(1) The height of each letter in the 
word “oleomargarine” or “margarine” 
should equal or exceed the height of any 
other letter elsewhere on the label.

(2) The area of the closely fitting 
rectangle with respect to any of the let­
ters in the word “oleomargarine” or 
“margarine” should equal or exceed the 
area of such rectangle applied to the 
same or a corresponding letter elsewhere 
on the label.

(3) The letters in the word “oleomar­
garine” or “margarine” should be equal 
to or exceed in prominence and boldness, 
such as breadth of lines forming the 
letters, the same or corresponding letters 
elsewhere on the label.

(d) [Reserved]
(e) The word “oleomargarine” or 

“margarine” (and thus the other infor­
mation called for by the statute) should 
appear on each panel of the package 
label that might reasonably be selected 
by the grocer for display purposes at the 
point of sale.

(f) The amendment covering colored 
oleomargarine or colored margarine 
states that, “for the purposes of * * * 
section 407 of the Federal Food, Drug, 
and Cosmetic Act, as amended, the term 
‘oleomargarine’ or ‘margarine’ includes: 
(1) All substances, mixtures, and com­
pounds known as oleomargarine or marr 
garine; (2) all substances, mixtures, and 
compounds which have a consistence 
similar to that of butter and which con­
tain any edible oils or fats- other than 
milk fat if made in imitation or sem­
blance of butter”. Notwithstanding the 
difference between this definition and 
the definition and standard of identity 
for oleomargarine or margarine promul­
gated under section 401 of the act, it was
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the clear intent of Congress that any 
article which is represented as or pur­
ports to be oleomargarine or margarine 
is misbranded if it fails to comply with 
the definition and standard of identity 
for oleomargarine or margarine even 
though it may meet the statutory defini­
tion.

(g) Section 407(a) states that “Col­
ored oleomargarine or colored margarine 
which is sold in the same State or Terri­
tory in whichit is produced shall be sub­
ject in the same manner and to the 
same extent to the provisions of this act 
as if it had been introduced in inter­
state commerce”.

(h) Section 407(b) (4) requires that 
each part of the contents of the package 
be “contained in a wrapper which bears 
the word ‘oleomargarine’ or ‘margarine’ 
in type or lettering not smaller than 20- 
point type”. The Food and Drug Ad­
ministration interprets this to mean that 
the height of the actual letters is no less 
than 20 points, or 20/72 of lxinch.

(i) The wrappers on the subdivisions 
of oleomargarine or margarine contained 
within the package sold at retail are 
labels within the meaning of section 
201 (k) and. shall contain all of the label 
information required by sections 403 and 
407 of the Federal Food, Drug, and Cos­
metic Act, just as in the case of 1-pound 
cartons, except that wrappers on the sub­
divisions contained within the retail 
package shall be exempt from the re­
quirements for label declaration of in­
gredients of section 403(g)(2), (i) (2), 
and (k) of the act when the subdivisions 
are securely enclosed within and are not 
intended to be separated from the retail 
package under conditions of retail sale, 
the wrappers on the subdivisions are la­
beled with the statement “This Unit Not 
Labeled For Retail Sale” in type size not 
less than one-sixteenth inch in height, 
and each multiunit package principal 
display panel is labeled with the state­
ment “Inner Units Not Labeled for Retail 
Sale” in type size not smaller than the 
minimum size required for the declara­
tion of net quantity of contents by § 101- 
105 of this chapter.
(Sec. 407, 64 Stat. 20 (21 U.S.C. 347).)

Subpart B— Requirements for Specific 
Standardized Margarine

§ 166.110 Margarine.
(a) Margarine (or o le o m a rg a rin e ) is 

the food in plastic form or liquid em u l­
sion, containing not less than 80 percent  
fat determined by the method prescribed  
under section 16.103 of the “ In d ire c t  
Method,” “Official Methods of A n a ly s is  
of the Association of Official A n a ly t ic a l  
Chemists,” 11th édition 1970.2 M a rg a rin e  
contains only safe and suitable in g red i­
ents. It is produced from one or m ore of 
the optional ingredients in p a ra g ra p h  
(a) (1) of tills section, and one or more 
of the optional ingredients in su b p a ra ­
graph (a) (2) of this section, to whicn 
may be added one or more of the optional 
ingredients in paragraph (b) of this sec­
tion. Margarine contains vitamin A as 
provided for in paragraph (a) (3) of this 
section.
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(1) Edible fats and/or oils, or mixtures 

of these, whose origin is vegetable or 
rendered animal carcass fats, any or all 
of which may have been subjected to an 
accepted process of physico-chemical 
modification. They may contain small 
amounts of other lipids such as phos- 
phatides, or unsaponifiable constituents 
and of free fatty acids naturally present 
in the fat or oil.

(2) One or more of the following 
aqueous phase ingredients:

fi) Water and/or milk and/or milk 
products.

(ii) Suitable., edible protein including, 
but not limited to, the liquid, condensed, 
or dry form of whey, whey modified 
by the reduction of lactose and/or min­
erals, nonlactose containing whey com­
ponents, albumin, casein, casemate, veg­
etable proteins, or soy protein isolate, in 
amounts not greater than reasonably 
required to accomplish the desired effect.

(iii) Any mixture of two or more of 
the articles named under paragraph (a)
(2) (i) and (ii> of this section.

(iv) The ingredients in paragraph
(a) (2) (i), (ii), (iii) of this section shall 
be pasteurized and then may be sub­
jected to the action of harmless bac­
terial starters. One or more of the arti­
cles designated in paragraph (a) (2) (i), 
(ii), (iii) of this section is intimately 
mixed with the edible fat and/or oil in­
gredients to form a solidified or liquid 
emulsion.

(3) Vitamin A in such quantity that 
the finished margarine contains not less 
than 15,000 international units per 
pound.

(b) Optional ingredients: (1) Vitamin 
D in such quantity that the finished oleo­
margarine contains not less than 1,500 
international units of vitamin D per 
pound.

(2) Salt (sodium chloride); potassium 
chloride for dietary margarine or oleo­
margarine.

(3) Nutritive carbohydrate sweeteners.
(4) Emulsifiers including but not lim­

ited to the following within these maxi­
mum amounts in percent by weight of the 
finished food: Mono- and diglycerides of 
fatty acids esterified with the following 
acids; acetic, acetyltartaric, citric, lactic, 
tartaric, and their sodium and calcium
salts, 0.5 percent; such mono- and di­
glycerides in combination with the so­
dium sulfo-acetate derivatives thereof, 
0.5 percent; polyglycerol esters of fatty 
acids, 0.5 percent; 1,2-propylene glycol 
esters of fatty acids, 2 percent; lecithin, 
0.5 percent.

(5) Preservatives including but not 
limited to the following within these 
maximum amounts in percent by weight 
of the finished food: Sorbic acid, benzoic 
acid and their sodium, potassium, and 
calcium salts, individually, 0.1 percent, 
or in combination, 0.2 percent, expressed 
as the acids; calcium disodium EDTA, 
0.0075 percent, propyl, octyl, and do- 
decyl gallates, BHT, BHA, ascorbyl pal- 
mitate, ascorbyl stearate, all individually 
°r m combination, 0.02 percent, stearyl 
citrate, 0.15 percent; isopropyl citrate 
mixture, 0.02 percent.

(6) Color additives. For the purpose 
°i this subparagraph, provitamin A

(beta-carotene) shall be deemed to be a 
color additive.

(7) Flavoring substances. If the fla­
voring ingredients impart to the food a 
flavor other than in semblance of butter, 
the characterizing flavor shall be de­
clared as part of the name of the food 
in accordance with § 101.22 of this 
chapter.

(8) Acidulahts.
(9) Alkalizers.
(c) The name of the food for which 

a definition and standard of identity are 
prescribed in this section is “margarine” 
or “oleomargarine”.

(d) Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter. For the purposes 
of this section the use of the term “milk” 
unqualified means milk from cows. If 
any milk other than cow’s milk is used 
in whole or in part, the animal source 
shall be identified in conjunction with 
the word milk in the ingredient state­
ment. Colored margarine shall be subject 
to the provisions of section 407 of the 
Federal Food, Drug, and Cosmetic Act as 
amended.

PART 168— SWEETENERS AND TABLE 
SIRUPS

Subpart A— [Reserved]
Subpart B— Requirements for Specific 

Standardized Sweeteners and Table Sirups
Sec.
168.110 Dextrose anhydrous.
168.111 Dextrose monohydrate.
168.120 Glucose sirup.
168.121 Dried glucose sirup.
168.122 Lactose.
168.130 Cane sirup.
168.140 Maple sirup.
168.160 Sorghum sirup.
168.180 Table sirup.

Authority: Secs. 401, 701, 52 Stat. 1046, 
as amended, 1055-1056, as amended by 70 
Stat. 919 and 72 Stat. 948 (21 U.S.C. 341, 371).

Subpart A— [Reserved]
Subpart B— Requirements for Specific 

Standardized Sweeteners and Table Sirups
§ 168.110 Dextrose anhydrous.

(a) Dextrose anhydrous is purified 
and crystallized D-glucose without water 
of crystallization and conforms to the 
specifications of § 168.111, except that the 
total solids-content is not less than 98.0 
percent m/m.

(b) The name of the food is “Dextrose 
anhydrous” or “Anhydrous dextrose”.
§1 6 8 .1 1 1  Dextrose monohydrate.

(a) Dextrose monohydrate is purified 
and crystallized D-glucose containing 
one molecule of water of crystallization 
with each molecule of D-glucose.

(b) The food shall meet the following 
specifications:

(1) The total solids content is not less 
than 90.0 percent mass/mass (m /m ), 
and the reducing sugar content (dextrose 
equivalent), expressed as D-glucose, is 
not less than 99.5 percent m/m calcu­
lated on a dry basis.

(2) The sulfated ash content is not 
more than 0.25 percent m/m (calculated 
on a dry basis), and the sulfur dioxide 
content is not more than 20 mg/kg.

(c) The name of the food is “Dextrose 
monohydrate” or Dextrose”.

(d) For purposes of this section, the 
methods of analysis to be used to deter­
mine if the food meets the specifications 
of paragraph (b) (1) and (2) of this sec­
tion are the following sections in “Official 
Methods of Analysis of the Association 
of Official Analytical Chemists,” 11th 
Ed., 1970/

(1) Total solids content, 31.005.
(2) Reducing sugar content, 31.212(a).
(3) Sulfated ash content, 31.208.
(4) Sulfur dioxide content, 20.090-

20.095.
§ 168.120 Glucose sirup.

(a) Glucose sirup is the purified, con­
centrated, aqueous solution of nutritive 
saccharides obtained from edible starch.

(b) The food shall meet the following 
specifications :

(1) The total solids content is not less 
than 70.0 percent mass/mass (m /m ), 
and the reducing sugar content (dex­
trose equivalent), expressed as D-glu­
cose, is not less than 20.0 percent m/m 
calculated on a dry basis.

(2) The sulfated ash content is not 
more than 1.0 percent m/m (calculated 
on a dry basis), and the sulfur dioxide 
content is not more than 40 mg/kg.

(c) The name of the food is “Glucose 
sirup”. When the food is derived from a 
specific type of starch, the name may
alternatively be ______ sirup”, the
blank to be filled in with the name of 
the starch. For example, “Corn sim p”, 
“Wheat sirup”, “Tapioca sirup”. When 
the starch is derived from sorghum 
grain, the alternative name of the food 
is “Sorghum grain sirup”. The word 
“sirup” may also be spelled “syrup”.

(d) For purposes of this section, the 
methods of analysis to be used to deter­
mine if a food meets the specifications 
of paragraph (b) (1) and (2) of this sec­
tion are the following sections in “Offi­
cial Methods of Analysis of the Associa­
tion of Official Analytical Chemists”, 
11th Ed., 1970: *

(1) Total solids content, 31.200-31.201.,
(2) Reducing sugar content, 31.212(a)...
(3) Sulfated ash content, 31.208.
(4) Sulfur dioxide content, 20.090-

20.095.
§ 168.121 Dried glucose sirup.

(a) Dried glucose sirup is glucose 
sirup from which the water has been 
partially removed and conforms to the 
specifications of § 168.120, except that:

(1) The total solids content is not less 
than 90.0 percent m/m when the reduc­
ing sugar content (dextrose equivalent), 
expressed as D-glucose, is not less than 
88.0 percent m/m, calculated on a dry 
basis ; or

(2) The total solids content is not less 
than 93.0 percent m/m when the reduc­
ing sugar content, (dextrose equivalent) 
expressed as D-glucose, is less than 88.0 
percent m/m, calculated on a dry basis.

(b) The name of the food is “Dried 
glucose sirup” or “Glucose sirup solids”.

2 Copies may be obtained from: Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D C. 20044.
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When the food is derived from a specific 
type of starch, the name may alterna­
tively be “D ried___ _ sirup” or
“__________ sirup solids”, the blank to
be filled in with the name of the starch; 
for example, “Dried com sirup”, “Com 
simp solids”, Dried wheat sirup”, 
“Wheat sirup solids”, “Dried tapioca 
simp”, “Tapioca simp solids”. When the 
starch is derived from sorghum grain, 
the alternative name of the food is 
“Dried sorghum grain simp” or “Sor­
ghum grain sirup solids”. The word “sir­
up” may also be spelled “syrup”.
§ 168.122 Lactose.

(a) Lactose is the carbohydrate nor­
mally obtained from whey. I t  may be an­
hydrous or contain one molecule of water 
of crystallization or be a mixture of both 
forms. s

(b) The food shall meet the following 
specifications:

(1) The lactose content is not less than
99.0 percent, mass over mass (m/m), 
calculated on a dry basis,

(2) The sulfated ash content is not 
more than 0.3 percent, m/m, calculated 
on a dry basis.

(3) The pH of a 10.0 percent, m/m, 
solution is not less than 4.5 nor more 
than 7.0.

(4) The loss on drying for 16 hours at 
120° C is not more than 6.0 percent, m/m.

(c) The name of the food is “Lactose” 
or, alternatively, “Milk sugar”.

(d) (1) The methods of analysis to be 
used to determine whether the food 
meets the requirements of paragraph (b) 
(1), (2), and (3) of this section are the 
following sections in “Official Methods of 
Analysis of the Association of Official 
Analytical Chemists,” 12th ed., 1975: 9

(1) Lactose content, section 31.062.
<ii) Sulfated ash content, section 31.-

014. >*
(iii) pH, section 14.022, except that a

10.0 percent, m/m, solution of lactose 
in water is used for the determination.

(2) The method of analysis to be used 
to determine if the food meets the re­
quirement of paragraph (b) (4) of this 
section is the following: Loss on drying 
at 120° C, “United States Pharmaco­
peia,” 18th Revision, 1970, pages 358 and 
935.
§ 168.130 Cane sirup.

(a) Cane sirup is the liquid food 
derived by concentration and heat treat­
ment of the juice of sugarcane (.Saccha- 
rum officinarum L.) or by solution in 
water of sugarcane concrete made from 
such juice. I t  contains not less than 74 
percent by weight ■ of soluble solids 
derived solely from such juice. The con­
centration may be adjusted with or with­
out added water. I t may contain one or 
more of the optional ingredients pro­
vided for in paragraph (b) of this sec­
tion. All ingredients from which the food 
is fabricated shall be safe and suitable.

(b) The optional ingredients that may 
be used in cane sirup are:

(1) Salt.
j (2) Preservatives.

(3) Defoaming agents.
(c) The name of the food is “Cane 

sirup” or “Sugar cane sirup”. Alterna­

tively, the word “sirup” may be spelled 
“syrup”.

(d) Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter.
§ 168.140 Maple sirup.

(a) Maple sirup is the liquid food de­
rived by concentration and heat treat­
ment of the sap of the maple tree (Acer) 
or by solution in water of maple sugar 
(maple concrete) made from such sap.
It contains not less than 66 percent by 
weight of soluble solids derived solely 
from such sap. The concentration may 
be adjusted with or without added water. 
I t  may contain one or more of the op­
tional Ingredients provided for in para­
graph (b) of this section. All ingredients 
from which the food is fabricated shall 
be safe and suitable.

(b) The optional ingredients that may 
be used in maple sirup are:

(1) Salt.
(2) Chemical preservatives.
(3) Defoaming agents.
(c) The name of the food is “Maple 

sirup”. Alternatively, the word “sirup” 
may be spelled “syrup”.

(d) Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter.
§ 168.160 Sorghum sirup.

(a) Sorghum sirup is the liquid food 
derived by concentration and heat treat­
ment of the juice of sorghum cane (sor- 
gos) (Sorghum vulgare). I t  contains not 
less than 74 percent by weight of soluble 
solids derived solely from such juice. 
The concentration may be adjusted with 
or without added water. I t  may contain 
one or more of the optional ingredients 
provided for in paragraph ‘(b) of this 
section. All ingredients from which the 
food is fabricated shall be safe and 
suitable.

(b) The optional ingredients that may 
be used in sorghum sirup are:

(1) Salt.
(2) Chemical preservatives.
(3) Defoaming agents.
(4) Enzymes.
(5) Anticrystallizing agents.
(6) Antisolidifying agents.
(c) The name of the food is “Sorghum 

sirup” or “Sorghum”. Alternatively, the 
word “sirup” may be spelled “syrup”.

(d) Each of the optional ingredients 
used shall be declared on the label as 
required by the applicable sections of 
Part 101 of this chapter.
§ 168.180 Table sirup.

(a) Table sirup is the liquid food con­
sisting of one or more of the optional 
sweetening ingredients provided for in 
paragraph (b) (1) of this section. The 
food contains not less than 65 percent 
soluble sweetener solids by weight and 
is prepared with or without added water. 
I t  may contain one or more of the op­
tional ingredients prescribed in para­
graphs (b) (2) through (12) of this sec­
tion. All ingredients from which the food 
is fabricated shall be safe and suitable.

(Vitamins, minerals, and protein added 
for nutritional purposes and artificial 
sweeteners are not considered to be suit­
able ingredients for this food.)

(b) The optional ingredients that may 
be used in table sirup are:

(I) One or more of the nutritive car­
bohydrate sweeteners provided for in this 
paragraph (b)(1). When a sweetener 
provided for in paragraph (b) (1) (i) or 
(ii) of this section is used it shall con­
stitute not less than 2 percent by weight 
of the finished food.

(1) The sirups identified by §§ 168.130,
168.140, and 168.160, except that the use 
of any such ingredient is so limited that 
the finished food does not meet the re­
quirement prescribed for any sirup by 
§§ 168.130, 168.140, or 168.160.

(ii) Honey.
(iii) Other nutritive carbohydrate 

sweeteners.
(2) Butter, in a quantity not less 

than 2 percent by weight of the finished 
food.

(3) Edible fats and oils, except that, 
in products designated as “buttered 
sirups”, butter as provided for in para­
graph (b) (2) of this section is the, only 
fat that may be used:

(4) Emulsifiers or stabilizers or both.
(5) Natural and artificial flavorings, 

either fruit or nonfruit, alone or in car­
riers.

(6) Color additives.
(7) Salt:
(8) Chemical preservatives.
(9) Viscosity adjusting agents.
(10) Acidifying, alkalizing, or buffer­

ing agents.
(II) Defoaming agents.
(12) Any other ingredient (e.g., 

shredded coconut, ground orange peel) 
that is not incompatible with other in­
gredients in the food.

(c) Except as provided for in this
paragraph and in paragraph (d) (2) and
(3) of this section, the name of the food 
is “Table sirup”, “Sirup”, “Pancake 
sirup”, “Waffle sirup”, “Pancake and waf­
fle sirup”, or “__________ sirup”, the
blank being filled in with the word or 
words that designate the sweetening in­
gredient that characterizes the food, 
except “maple”, “cane”, or “sorghum" 
alone, such sirups being required to com­
ply in all respects with §§ 168.130,168.140, 
and 168.160, respectively, and in the case 
of more than one sweetening ingredient, 
in  descending order of predominance by 
weight in the food. The type shall be of 
uniform style and size.

(1) When one of the sweeteners consti­
tutes a t least 80 percent of the total 
sweetener solids, the name of the food 
may be designated as the corresponding 
sirup, for example, “Com*sirup”, pro­
vided that the name is immediately 
and conspicuously followed, without 
intervening written, printed, or grapluc 
matter, by the statement witn
________ ,_” as part of the name, tne
blank being filled in with the name or 
names of each additional sweetening in­
gredient present, stated in a clear legible 
manner in letters of uniform style an 
size not less than one-half the height of, 
nor larger than, the letters used in tn 
name of the principal sweetener.
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(2) When butter is used, as provided 

for in paragraph (b) (2) of this section, 
the name of the food may be “Buttered
--------------- ”, the blank being filled in
w ith the name otherwise prescribed in 
th is paragraph. The percentage by 
weight of butter present shall be declared 
as part of the name of the food as pre­
scribed by Part 102 of this chapter.

(3) Alternatively, the word “sirup” 
m ay be spelled “syrup”.

(d) (1) Each of the optional ingredi­
ents used shall be declared on the label 
as required by the applicable sections of 
P a rt  101 of this chapter.

(2) A statement (other than in the in­
gredient listing) or a vignette identifying 
a flavor may be included on the label 
only if such flavor contributes the pri­
m ary  recognizable flavor that character­
izes the sirup. When maple, honey, or 
both maple and honey are represented as 
the characterizing flavors, the total 
quantity of maple sirup or honey, singly, 
or of maple sirup and honey in combi­
nation, shall be not less than 10 percent 
by weight of the finished food. The pres­
ence of any natural or artificial flavor in 
the food shall be declared on the label 
as prescribed by the applicable sections 
of Part 101 of this chapter.

(3) The percentage of any optional in­
gredient used shall be declared as part of 
the name of the food as prescribed by 
Part 102 of this chapter when all of the 
following conditions apply to the use of 
the ingredient:

(i) It is one of the characterizing in­
gredients permitted by paragraph (b) 
(1) (i) and (ii) of this section.

(ii) The ingredient is either named on 
the label other than in the list of ingre­
dients or is suggested by vignette or 
other labeling.

PART 169— FOOD DRESSINGS AND 
FLAVORINGS

Subpart A—General ProvisionsSec.
169.3 Definitions.

Subpart B— Requirements for Specific 
Standardized Food Dressings and Flavorings

169.115 French dressing.
169.140 Mayonnaise.
169.150 Salad dressing.
169.175 Vanilla extract.
169.176 Concentrated vanilla extract.
169.177 Vanilla flavoring.
169.178 Concentrated vanilla flavoring.
169.179 Vanilla powder.
169.180 Vanilla-vanillin extract.
169.181 Vanilla-vanillin flavoring.
169.182 Vanilla-vanillin powder.

Authority: Secs. 401, 701, 52 Stat. 1046 as 
amended, 1055-1056, as amended by 70 Stat. 
919 (21 U.S.C. 341, 371) unless otherwise noted.

Subpart A— General Provisions 
§ 169.3 Definitions.

Por the purposes of this part:
(a) The term “vanilla beans” means 

the properly cured and dried fruit pods 
of Vanilla planifolia Andrews and of 
Vanilla tahitensis Moore.

(k) The term “unit weight of vanilla 
o’ans” means, in the case of vanilla 
oeans containing not more than 25 per­
cent moisture, 13.35 ounces of such

beans ; and, in the case of vanilla beans 
containing more than 25 percent mois­
ture, it means the weight of such beans 
equivalent in content of moisture-free 
vanilla-bean solids to 13.35 ounces of 
vanilla beans containing 25 percent 
moisture. (For example, one unit weight 
of vanilla beans containing 33.25 per­
cent moisture amounts to 15 ounces.) 
The moisture content of vanilla beans 
is determined by the method prescribed 
in Official Methods of Analysis of the 
Association of Official Agricultural 
Chemists, Ninth Edition, 1960, sections
22.004 and 22.005 [Ed. note, 10th edition, 
1965, p. 327, secs. 22.004, 22.005], except 
that the toluene used is blended with 20 
percent by volume of benzene arid the 
total distillation time is 4 hours. To pre­
pare samples for analysis, the pods are 
chopped into pieces approximately V4-- 
inch in longest dimension, using care to 
avoid moisture change.

(c) The term “unit of vanilla constit­
uent” means the total sapid and odorous 
principles extractable from one unit 
weight of vanilla beans, as defined in 
paragraph (b) of this section, by an 
aqueous alcohol solution in which the 
content of ethyl alcohol by volume 
amounts to not less than 35 percent.
Subpart B— Requirements for Specific 

Standardized Food Dressings and Flavor­
ings

§ 1 6 9 .1 1 5  French dressing.
(a) Description. French dressing is the 

separable liquid food or the emulsified 
viscous fluid food prepared from vege­
table oil(s) and one or both of the acidi­
fying ingredients specified in paragraph
(b) of this section. One or more of the 
ingredients specified in paragraph (c) of 
this section may also be used. The vege­
table oil(s) used may contain an option­
al crystallization inhibitor as specified in 
paragraph (c) (11) of this section. All 
the ingredients from which the food is 
fabricated shall be safe and suitable. 
French dressing contains not less than 
35 percent by weight of vegetable oil. 
French dressing may be mixed and 
packed in an atmosphere in which air 
is replaced in whole or in part by carbon 
dioxide or nitrogen.

(b) Acidifying ingredients. (1) Any 
vinegar or any vinegar diluted with 
water, or any such vinegar or diluted 
vinegar, mixed with an optional acidify­
ing ingredient as specified in paragraph
(c) (9) of this section. For the purpose 
of this paragraph, any blend of two or 
more vinegars is considered to be a 
vinegar.

(2) Lemon juice and/or lime juice in 
any appropriate form, which may be di­
luted with water.

(c) Other optional ingredients. The 
following optional ingredients may also 
be used:

(1) Salt.
(2) Nutritive carbohydrate sweeten­

ers. •
(3) Spices and/or natural flavorings.
(4) Monosodium glutamate.
(5) Tomato paste, tomato puree, cat­

sup, sherry wine.
(6) Eggs and ingredients derived from 

eggs.

(7) Color additives that will impart 
the color traditionally expected.

(8) Stabilizers and thickeners to which 
calcium carbonate or sodium hexameta- 
phosphate may be added. Dioctyl sodium 
sulfosuccinate may be added in accord­
ance with § 172.810 of this chapter.

(9) Citric and/or malic acid, in an 
amount not greater than 25 percent of 
the weight of the acids of the vinegar 
or diluted vinegar calculated as acetic 
acid.

(10) Sequestrant(s), including but not 
limited to calcium disodium EDTA (cal­
cium disodium ethylenediaminetetra- 
acetate) and/or disodium EDTA (diso­
dium ethylenediaminetetraacetate), may 
be used to preserve color and/or flavor.

(11) Crystallization inhibitors, in­
cluding but not limited to oxystearin, 
lecithin, or polyglycerol esters of fatty 
acids.

(d) Nomenclature. The name of the 
food is “French dressing”.

(e) Label declaration of ingredients. 
Each of the ingredients used in the food 
shall be declared on the label as required 
by the applicable sections of Part 101 of 
this chapter.
§ 169.140 Mayonnaise.

(a) Description. Mayonnaise, mayon­
naise dressing, is the emulsified semisolid 
food prepared from vegetable oil(s), one 
or both of the acidifying ingredients 
specified in paragraph (b) of this section, 
and one or more of the egg yolk-contain­
ing ingredients specified in paragraph
(c) of this section. One or more of the 
ingredients specified in paragraph (d) of 
this section may also be used. The vege­
table oil(s) used may contain an optional 
crystallization inhibitor as specified in 
paragraph (d) (7) of this section. All the 
ingredients from which the food is fab­
ricated shall be safe and suitable. 
Mayonnaise contains not less than 65 
percent by weight of vegetable oil. 
Mayonnaise may be mixed and packed 
in an atmosphere in which air is replaced 
in whole or in part by carbon dioxide or 
nitrogen.

(b) Acidifying ingredients. (1) Any 
vinegar or any vinegar diluted with water 
to an acidity, calculated as acetic acid, of 
not less than 2V2 percent by weight, or 
any such vinegar or diluted vinegar 
mixed with an optional acidifying ingre­
dient as specified in paragraph (d) (6) of 
this section. For the purpose of this para­
graph, any blend of two or more vinegars 
is considered to be a vinegar.

(2) Lemon juice and/or lime juice in 
any appropriate form, which may be 
diluted with water to an acidity, calcu­
lated as citric acid, of not less than 2V2 
percent by weight.
■ (c) Egg yolk-containing ingredients. 
Liquid egg yolks, frozen egg yolks, dried 
egg yolks, liquid whole eggs, frozen 
whole eggs, dried whole eggs, or any one 
or more of the foregoing ingredients 
listed in this paragraph with liquid egg 
white or frozen egg white.

(d) Other optional ingredients. The 
following optional ingredients may also 
be used:

(1) Salt.
(2) Nutritive carbohydrate sweeteners.
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(3) Any spice (except saffron or tu r­
meric) or natural flavoring, provided it 
does not impart to the mayonnaise a 
color simulating the color imparted by 
egg yolk.

(4) Monosodium glutamate.
(5) Sequestrant(s), including but not 

limited to calcium disodium EDTA (cal­
cium disodium ethylenediaminetetra- 
acetate) and/or disodium EDTA (diso­
dium ethylenediaminetetraacetate), may 
be used to preserve color and/or flavor.

(6) Citric and/or malic acid in an 
amount not greater than 25 percent of 
the weight of the acids of the vinegar or 
diluted vinegar, calculated as acetic acid.

(7) Crystallization inhibitors, includ­
ing but not limited to oxystearin, lecithin, 
or polyglycerol esters of fatty acids.

(e) Nomenclature. The name of the 
food is “Mayonnaise” or “Mayonnaise 
dressing”.

(f) Label declaration of ingredients. 
Each of the ingredients used in the food 
shall be declared on the label as required 
by the applicable sections of Part 101 of 
this chapter.
§ 169.150 Salad dressing.

(a) Description. Salad dressing is the 
emulsified semisolid food prepared from 
vegetable oil(s), one or both of the acidi­
fying ingredients specified in paragraph 
(b> of this section, one or more of the 
egg yolk-containing ingredients specified 
in paragraph (c) of this section, and a 
cooked or partly cooked starchy paste 
prepared as specified in paragraph (d) 
of this section. One or more of the in­
gredients in paragraph (e) of this sec­
tion may also be used. The vegetable 
oil(s) used may contain an optional crys­
tallization inhibitor as specified in para­
graph (e) (8) of this section. All the in­
gredients from which the food is fabri­
cated shall be safe and suitable. Salad 
dressing contains not less than 30 per­
cent by weight of vegetable oil and not 
less egg yolk-containing ingredient than 
is equivalent in egg yolk solids content to 
4 percent by weight of liquid egg yolks. 
Salad dressing may be mixed and packed 
in an atmosphere in which air is replaced 
in whole or in part by carbon dioxide or 
nitrogen.

(b) Acidifying ingredients. (1) Any 
vinegar or any vinegar diluted with 
water, or any such vinegar or diluted 
vinegar mixed with an optional acidify­
ing ingredient as specified in paragraph

' (e) (6) of this section. For the purpose 
of this paragraph, any blend of two or 
more vinegars is considered to be a 
vinegar.

(2) Lemon juice and/or lime juice in 
any appropriate form, which may be 
diluted with water.

(c) Egg yolk-containing ingredients. 
Liquid egg yolks,.frozen egg yolks, dried 
egg yolks, liquid whole eggs, frozen whole 
eggs, dried whole eggs, or any one of 
more of the foregoing ingredients listed 
in this paragraph with liquid egg white 
or frozen egg white.

(d) Starchy paste. I t may be prepared 
from a food starch, food starch-modified, 
tapioca flour, wheat flour, rye flour, or 
any two or more of these. Water may be 
added in the preparation of the paste.

FEDERAL

(e) Other optional ingredients. The 
following optional ingredients may also 
be used.

(1) Salt.
(2) Nutritive carbohydrate sweeteners.
(3) Any spice (except saffron or tu r­

meric) or natural flavoring, provided it 
does not impart to the s'alad dressing a 
color simulating the color imparted by 
egg yolk.

(4) Monosodium glutamate.
(5) Stabilizers and thickeners. Dioctyl 

sodium sulfosuccinate may- be added in 
accordance with § 172.810 of this chapter.

(6) Citric and/or malic acid may be 
used in an amount not greater than 25 
percent of the weight of the acids of the 
vinegar or diluted vinegar calculated as 
acetic acid.

(7) Sequestrant(s), including but not 
limited to calcium disodium EDTA (cal­
cium disodium ethylenediaminetetraace­
tate) and/or disodium EDTA (disodium 
ethylenediaminetetraactetate), may be 
used to preserve color and/or flavor.

(8) Crystallization inhibitors, includ­
ing but not limited to oxystearin, leci­
thin, or polyglycerol esters of fatty acids.

(f) Nomenclature. The name of the 
food is “Salad dressing”.

(g) Label declaration of optional in­
gredients. Each of the ingredients used 
in the food shall be declared on the label 
as required by the applicable sections of 
Part 101 of this chapter.
§ 169.175 Vanilla extract.

(a) Vanilla extract is the solution in 
aqueous ethyl alcohol of the sapid and 
odorous principles extractable from va­
nilla beans. In vanilla extract the con­
tent of ethyl alcohol is not less than 35 
percent by volume and the content of 
vanilla constituent, as defined in § 169.3
(c), is notJess than one unit per gallon. 
The vanilla constituent may be extracted 
directly from vanilla beans or it may be 
added in the form of concentrated va­
nilla extract or concentrated vanilla 
flavoring or vanilla flavoring concen­
trated to the semisolid form called va­
nilla oleoresin. Vanilla extract may con­
tain one or more of the following optional 
ingredients:

(1) Glycerin.
(2) Propylene glycol.
(3) Sugar (including invert sugar).
(4) Dextrose.
(5) Com sirup (including dried corn 

sirup).
(b) (l)-The specified name of the food 

is “Vanilla extract” or “Extract of va­
nilla”.

(2) When the vanilla extract is made 
in whole or in part by dilution of vanilla 
oleoresin, concentrated vanilla extract, 
or concentrated vanilla flavoring, the 
label shall bear the statement “Made
from _____ ___ ” or “Made in part from
________ ”, the blank being filled in
with the name or names “vanilla oleo­
resin”, “concentrated vanilla extract”, or 
“concentrated vanilla flavoring”, as ap­
propriate. If the article contains two or 
more units of vanilla constituent, the 
name of the food shall include the desig­
nation “_______ _ fold”, the blank being
filled in with the whole number (disre­
garding fractions) expressing the num­
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ber of units of vanilla constituent por 
gallon of the article.

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the labeling required  
by paragraph (b) (2) of this section shall 
immediately and conspicuously precede 
or follow such name, without intervening 
written, printed, or graphic matter.
§ 169.176 Concentrated vanilla extract.

(a) Concentrated vanilla extract con­
forms to the definition and standard of 
identity and is subject to any require­
ment for label statement of optional in ­
gredients prescribed for vanilla extract 
by § 169.175, except that it is concen­
trated to remove part of the solvent, and 
each gallon contains two or more units 
of vanilla constituent as defined in 
§ 169.3(c). The cbntent of ethyl alcohol 
is not less than 35 percent by volume.

(b) The specified name of the food is
“Concentrated vanilla extract------------
fold” or “________ fold concentrated
vanilla extract”, the blank being filled 
in with the whole number (disregarding 
fractions) expressing the number of 
units of vanilla constituent per gallon 
of the article. (For example, “ Concen­
trated vanilla extract 2-fold”.)
§ 169.177 Vanilla flavoring.

(a) Vanilla flavoring conforms to the 
definition and standard of identity and 
is subject to any requirement for label 
statement of optional ingredients pre­
scribed for vanilla extract by § 169.175, 
except that its content of ethyl alcohol is 
less than 35 percent by volume.

(b) The specified name of the food is 
“Vanilla flavoring”.
§ 169.178 Concentrated vanilla flavor­

ing.
(al Concentrated vanilla flavoring  

conforms to the definition and standard 
of identity and is subject to any require­
ment for label statement of optional in ­
gredients prescribed for vanilla flavoring  
by § 169.177, except that it is concen­
trated to remove part of the solvent, and 
each gallon contains two or more units 
of vanilla constituent as defined in  
§ 169.3(C);

(b) The specified name of the food 
is “Concentrated vanilla flavoring  

 fold” or “________ _ fo ld  con­
centrated vanilla flavoring”, the blank  
being filled in with the whole num ber 

‘ (disregarding fractions) expressing the 
number of units of vanilla constituent  
per gallon of the article. (For example, 
“Concentrated vanilla f la v o rin g  3 -fo ld” .)
§ 169.179 Vanilla powder.

(а) Vanilla powder is a m ix tu re  of 
ground vanilla beans or vanilla oleoresin  
or both, with one or more of the follow ­
ing optional blending ingredients:

(1) Sugar.
(2) Dextrose.
(3) Lactose.
(4) Food starch (including food 

starch-modified as prescribed m 
§ 172.892 of this chapter).

(5) Dried corn sirup.
(б) Gum acacia.

15, 1977
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Vanilla powder may contain one or any 
mixture of two or more of the anticaking 
ingredients specified in paragraph (b) 
of this section, but the total weight of 
any such ingredient or mixture is not 
more than 2 percent of the weight of the 
finished vanilla powder. Vanilla powder 
contains in each 8 pounds not less than 
one unit of vanilla constituent, as de­
fined in § 169.3(c).

(b) The anticaking ingredients re­
ferred to in paragraph (a) of this section 
are:

(1) Aluminum calcium silicate.
(2) Calcium silicate.
(3) Calcium stearate.
(4) Magnesium silicate.
(5) Tricalcium phosphate.
(c) (1) The specified name of the food

is '“Vanilla pow der__ _ fold” or
------- - fold vanilla powder”, except

that if sugar is the optional blending in­
gredient used, the word “sugar” may re­
place the word “powder”. The blank in 
the name is filled in with the whole num­
ber (disregarding fractions) expressing 
the number of units of vanilla constitu­
ent per 8 pounds of the article. How­
ever, if the strength of the article is less
than 2-fold, the term “_________fold”
is omitted from the name.

(2) The label of vanilla powder shall 
bear the common names of any of the 
optional ingredients specified in para­
graphs (a) and (b) of this section that 
are used, except that where the alterna­
tive name “Vanilla sugar” is used for 
designating the food it is not required 
that sugar be named as an optional 
ingredient.

(3) Wherever the name of the food 
appears on the label so conspicuously as 
to be easily seen under customary condi­
tions of purchase, the labeling required 
by paragraph (c)(2) of this section 
shall immediately and conspicuously pre­
cede or follow such name, without inter­
vening written, printed, or graphic 
matter.
§ 169.180 Vanilla-vanillin extract.

and is subject to any requirement for 
label statement of optional ingredients 
prescribed for Vanilla-vanillin extract by 
§ 169.180, except that its content of ethyl 
alcohol is less than 35 percent by volume, 

(b) The specified name of the food is
“Vanilla-vanillin flavoring _________
fold” or “------------fold vanilla-vanil­
lin flavoring”, followed immediately by 
the statement “contains vanillin, an arti­
ficial flavor (or flavoring)”. The blank 
in the name is filled in with the whole 
number (disregarding fractions) ex­
pressing the sum of the number of units 
of vanilla constituent plus the number 
of ounces of added vanillin per gallon 
of the article. However, if the strength 
of the article is less than 2-fold, the
term “------------- fold” is omitted from
the name.
§ 169.182 Vanilla-vanillin powder.

(a) Vanilla-vanillin powder conforms 
to the definition and standard of identity 
and is subject to any requirement for 
label statement of optional ingredients 
prescribed for vanilla powder by 
§ 169.179, except that for each unit of 
vanilla constituent as defined in § 169.3 
(c) contained therein, the article also 
contains not more than 1 ounce of added 
vanillin.

(b) The specified name of the food is
“Vanilla-vanillin powder ______
fold” or “----------- - fold vanilla-vanillin
powder”, followed immediately by the 
statement “contains vanillin, an artificial 
flavor (or flavoring)”. If sugar is the 
optional blending ingredient used, the 
word “sugar” may replace the word 
“powder” in the name. The blank in the 
name is filled in with the whole number 
(disregarding fractions) expressing the 
sum of the number of units of vanilla 
constituent plus the number of ounces of 
added vanillin per 8 pounds of the artic 
However, if the strength of the article 
less than 2-fold the term “__ 
fold” is omitted from the name.

Sec.
170.60 Nitrites and/or nitrates in curing 

premixes.
Au t h o r it y : Secs. 409, 701, 52 Stat. 1055-  

1056 as amended, 72 Stat. 1785-1788 as  
amended (21 U.S.C. 348, 3 7 1 ) , unless other­
wise noted.

Subpart A— General Provisions 
§ 170.3 Definitions.

For the purposes of this subchapter, 
the following definitions apply:

(a) “Secretary” means the Secretary 
of Health, Education, and Welfare.

(b) “Department” means the Depart­
ment of Health, Education, and Welfare.

(c) “Commissioner” means the Com­
missioner of Food and Drugs.

(d) As used in this part, the term 
“act” means the Federal Food, Drug, and 
Cosmetic Act approved June 25, 1936, 52 
Stat. 1040 et seq., as amended (21 U.S.C. 
301-392).

(e) “Food additives” includes all sub­
stances not exempted by section 201 (s) 
of the act, the intended use of which re­
sults or may reasonably be expected to 
result, directly or indirectly, -either in 
their becoming a component of food or 
otherwise affecting the characteristics of 
food. A material used in the production 
of containers and packages is subject to 
the definition if it may reasonably be ex­
pected to become a component, or to af­
fect the characteristics, directly or in­
directly, of food packed in the container. 
“Affecting the characteristics of food” 
does not include such physical effects, as 
protecting contents of packages, pre­
serving shape, and preventing moisture 
loss. If there is no migration of a pack­
aging component from the package to 
the food, it does not become a component 
of the food and thus is not a food addi­
tive. A substance that does not become a 
component of food, but that is used, for 
example, in preparing an ingredient of 
the food to give a different flavor, texture, 
or other characteristic in the food, may 
be a food additive.

(a) Vanilla-vanillin extract conforn 
to the definition and standard of ider 
tity and is subject to any requirement fc 
label statement of optional ingredienl 
^®scribed for vanilla extract by § 169 
i<5, except that for each unit of yarn'll 
constituent, as defined in § 169.3(c), con 
tamed therein, the article also contain 
n<7 ®ore than 1 ounce of added vanillir

(b) The specified name of the foo
f  yapilla-vanillin extract ____
PvtT --------- fold vanilla-vanilliextract , followed immediately by th 
statement “contains vanillin, an arti 
ncial flavor (or flavoring) ”. The blan] 
m the name is filled in with the whol 
nri?- r ^disregarding fractions) ex 
Pressing the sum of the number of unit 
oi vanilla constituent plus the numbe 
thi)Uncl®S10f added vanillin per gallon o: 
n?e artlcle' However, if the strengtl 
tpr << article is less than 2-fold, th<
f i l e n a m e : f°ld” *  °mitted fron
§ 169.181 Vanilla-vanillin flavoring.

Vanilla-vanillinflavoring conforms 
o definition and standard of identity

PART 170— FOOD ADDITIVES 
Subpart A—General ProvisionsSec.

170.3 Definitions.
170.6 Opinion letters on food additive 

status.
170.10 Pood additives in standardized foods. 
170.15 Adoption of regulation on initiative 

of Commissioner.
170.17 Exemption for investigational use

and procedure for obtaining au­
thorization to market edible prod­
ucts from experimental animals.

170.18 Tolerances for related food additives.
170.19 Pesticide chemicals in processed

foods.
Subpart B— Food Additive Safety

170.20 General principles for evaluating the
safety of food additives.

170.22 Safety factors to be considered.
170.30 Eligibility for classification as gen­

erally recognized as safe (GRAS). 
170.35 Affirmation of generally recognized fis 

safe (GRAS) status.
170.38 Determination of food additive 

status.
Subpart C— Specific Administrative Rulings and 

Decisions
170.45 Fluorine-containing compounds. 
170.50 Glycine (aminoacetic acid) in food 

for human consumption.

(f) “Common use in food” means a 
substantial history of consumption of a 
substance by a significant number of con­
sumers in the United States.

(g) The word "substance” in the defi­
nition of the term “ food additive” in­
cludes a food or food component con­
sisting of one or more ingredients.

(h) “Scientific procedures” include 
those human, animal, analytical, and 
other scientific studies, whether pub­
lished or unpublished,' appropriate to 
establish the safety of a substance.

(i) “Safe” or “safety” means that there 
is a reasonable certainty in the minds of 
competent scientists that the substance 
is not harmful under the intended condi­
tions of use. It is impossible ip the pres­
ent state of scientific knowledge to estab­
lish with complete certainty the absolute 
harmlessness of the use of any substance. 
Safety may be determined by scientific 
procedures or by general recognition of 
safety. In determining safety, the follow­
ing factors shall be considered:

(1) The probable consumption of the 
substance and of any substance formed 
in or on food because of its use.
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(2) . The cumulative effect of the sub­
stance in the diet, taking into account 
any chemically or pharmacologically re­
lated substance or substances in such 
diet.

(3) Safety factors which, in the opin­
ion of experts qualified by scientific 
training and experience to evaluate the 
safety of food and food ingredients, are 
generally recognized as appropriate.

(j) The term “nonperishable processed 
food” means any processed food not sub­
ject to rapid decay or deterioration that 
would render it unfit for consumption. 
Examples are flour, sugar, cereals, pack­
aged cookies, and crackers. Not included 
are hermetically sealed foods or manu­
factured dairy products and other proc­
essed foods requiring refrigeration.

(k) “General recognition of safety” 
shall be determined in accordance with 
§ 170.30.

(l) “Prior sanction” means an explicit 
approval granted with respect to use of 
a substance in food prior to September 6, 
1958, by the Food and Drug Administra­
tion or the United States Department of 
Agriculture pursuant to the Federal 
Food, Drug, and Cosmetic Act, the Poul­
try Products Inspection Act, or the Meat 
Inspection Act.

(m) “Food” includes human food, sub­
stances migrating to food from food- 
contact articles, pet food, and animal 
feed.

(n) The following general food cate­
gories are established to group specific 
related foods together for the purpose 
of establishing tolerances or limitations 
for the use of direct human food ingredi­
ents. Individual food products will be in­
cluded within these categories according 
to the detailed classification lists con­
tained in Exhibit 33B of the report of 
the National Academy of Sciences/Na- 
tional Research Council report, “A Com­
prehensive Survey of Industry on the 
Use of Food Chemicals Generally Recog­
nized as Safe” (September 1972): “ -

(1) Baked goods and baking mixes, 
including all ready-to-eat and ready-to- 
bake products, flours, and mixes requir­
ing preparation before serving.

(2) Beverages, alcoholic, including 
malt beverages, wines, distilled liquors, 
and cocktail mix.

(3) Beverages and beverage bases, 
nonalcoholic, including only special or 
spiced teas, soft drinks, coffee substi­
tutes, and fruit and vegetable flavored 
gelatin drinks.

(4) Breakfast'cereals, including ready- 
to-eat and instant and regular hot 
cereals.

(5) Cheeses, including curd and whey 
cheeses, cream, natural, grating, proc­
essed, spread, dip, and miscellaneous 
cheeses.

(6) Chewing gum, including all forms.
(7) Coffee and tea, including regular, 

decaffeinated, and instant types.
(8) Condiments and relishes, includ­

ing plain seasoning sauces and spreads,

io Copies may be obtained from: National 
Technical Information Service (NTIS), 5285 
Port Royal Rd., Springfield, VA 22151.

olives, pickles, and relishes, but not spices 
or herbs.

(9) Confections and frostings, includ­
ing candy and flavored frostings, marsh­
mallows, baking chocolate, and brown, 
lump, rock, maple, powdered, and raw 
sugars.

(10) Dairy product analogs, including 
nondairy milk, frozen or liquid cream­
ers, coffee whiteners, toppings, and other 
nondairy products.

(11) Egg products, including liquid, 
frozen, or dried eggs, and egg dishes 
made therefrom, i.e., egg roll, egg foo 
young, egg salad, and frozen multi­
course egg meals, but not fresh eggs.

(12) Fats and oils, including mar­
garine, dressings for salads, butter, salad 
oils, shortenings and cooking oils.

(13) Fish products, including all pre­
pared main dishes, salads, appetizers, 
frozen multicourse meals, and spreads 
containing fish, shellfish, and other 
aquatic animals, but not fresh fish.

(14) Fresh eggs, including cooked eggs 
and egg dishes made only from fresh 
shell eggs.

(15) Fresh fish, including only fresh, 
and frozen fish, shellfish, and other 
aquatic animals.

(16) Fresh fruits and fruit juices, in­
cluding only raw fruits, citrus, melons, 
and berries, and home-prepared “-ades” 
and punches made therefrom.

(17) Fresh meats, including only fresh 
or home-frozen beef or veal, pork, lamb 
or 'mutton and home-prepared fresh 
meat-containing dishes, salads, appetiz­
ers, or sandwich spreads made therefrom.

(18) Fresh poultry, including only 
fresh or home-frozen poultry and game 
birds and home-prepared fresh poultry- 
containing dishes, salads, appetizers, or 
sandwich spreads made therefrom.

(19) Fresh vegetables, tomatoes, and 
potatoes, including only fresh and home- 
prepared vegetables.

(20) Frozen dairy desserts and mixes, 
including ice cream, ice milks, sherbets, 
and other frozen dairy desserts and spe­
cialties.

(21) Fruit and water ices, including 
all frozen fruit and water ices.

(22) Gelatins, puddings, and fillings, 
including flavored gelatin desserts, pud- ‘ 
dings, custards, parfaits, pie fillings, and 
gelatin base salads.

(23) Grain products and pastas, in­
cluding macaroni and noodle products, 
rice dishes, and frozen multicourse 
meals, without meat or vegetables.

(24) Gravies and sauces, including all 
meat sauces and gravies, and tomato, 
milk, buttery, and specialty sauces.

(25) Hard candy and cough drops, in­
cluding all hard type candies.

(26) Herbs, seeds, spices, seasonings, 
blends, extracts, and flavorings, includ­
ing all natural and artificial spices, 
blends, and flavors.

(27) Jams and jellies, home-prepared,
including only home-prepared jams, 
jellies, fruit butters, preserves, and sweet 
spreads. —

(28) Jams and jellies, commercial, in­
cluding only commercially processed 
jams, jellies, fruit butters, preserves, and 
sweet spreads.

1/

(29) Meat products, including all 
meats and méat containing dishes, 
salads, appetizers, frozen multicourse 
meat meals, and sandwich ingredients ., 
prepared by commercial processing or 
using commercially processed meats with 
home preparation.

(30) Milk, whole and skim, including 
only whole, lowfat, and skim fluid milks.

(31) Milk products, including flavored 
milks and milk drinks, dry milks, top­
pings, snack dips, spreads, weight con­
trol milk beverages, and other milk origin 
products.

(32) Nuts and nutiJroducts, including 
whole or shelled tree nuts, peanuts, co­
conut, and nut and peanut spreads.

(33) Plant protein products, including 
the National Academy of Sciences/ 
National Research Council “reconstituted 
vegetable protein” category, and meat, 
poultry, and fish substitutes, analogs, and 
extender products made from plant pro­
teins.

(34) Poultry products, including all 
poultry and poultry-containing dishes, 
salads, appetizers, frozen multicourse 
poultry meals, and sandwich ingredients 
prepared by commercial processing or 
using commercially processed poultry 
with home preparation.

(35) Processed fruits and fruit juices, 
including all commercially processed 
fruits, citrus, berriesnand mixtures; sal­
ads, juices and juice punches, concen­
trates, dilutions, “-ades”, and drink sub­
stitutes made therefrom.

(36) Processed vegetables and vegeta­
ble juices, including all commercially 
processed vegetables, vegetable dishes, 
frozen multicourse vegetable meals, and 
vegetable juices and blends.

(37) Snack foods, including chips, 
pretzels, and other novelty snacks.

(38) Soft candy, including candy bars, 
chocolates, fudge, mints, and other 
chewy or nougat candies.
r (39) Soups, home-prepared, including 

meat, fish, poultry, vegetable, and com­
bination home-prepared soups.

(40) Soups and soup mixes, including 
commercially prepared meat, fish, poul­
try, vegetable, and combination soups 
and soup mixes.

(41) Sugar, white, granulated, includ­
ing only white granulated sugar.

(42) Sugar substitutes, including 
granulated, liquid, and tablet sugar sub­
stitutes.

(43) Sweet sauces, toppings, and 
syrups, including chocolate, berry, fruit, 
com syrup, and maple sweet sauces and 
toppings.

(0) The following terms describe the
physical or technical functional effects 
for which direct human food ingredients 
may be added to foods. They are adopted 
from the National Academy of Sciences/ 
National Research Council national sur­
vey of food industries, reported to the 
Food and Drug Administration under the 
contract title “A Comprehensive Survey 
of Industry on the Use of Food Chemicals 
Generally Recognized as Safe” (Septem­
ber 1972): 10 '

(1) “Anticaking agents and free-flow 
agents”: Substances added to finely pow-
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dered or crystalline food products to pre­
vent caking, lumping, or agglomeration.

(2) “Antimicrobial agents”: Sub­
stances used to preserve food by prevent­
ing growth of microorganisms and sub­
sequent spoilage, including fungistats, 
mold and rope inhibitors, and the effects 
listed by the National Academy of Sci- 
ences/National Research Council under 
“preservatives.”

(3) “Antioxidants”: Substances used 
to preserve food by retarding deteriora­
tion, rancidity, or discoloration due to 
oxidation.

(4) “Colors and coloring adjuncts”: 
Substances used to impart, preserve, or 
enhance the color or shading of a food, 
including color stabilizers, color fixatives, 
color-retention agents, etc.

(5) “Curing and pickling agents” : 
Substances imparting a unique flavor 
and/or color to  a food, usually producing 
an increase in shelf life stability.

(6) “Dough strengthened”: Sub­
stances used to modify starch and gluten, 
thereby producing a more stable dough, 
including the applicable effects listed 
by the National Academy of Sciences/ 
National Research Council under “dough 
conditioner.”

(7) “Drying agents”: Substances with 
moisture-absorbing ability, used to main­
tain an environment of low moisture.

(8) “Emulsifiers and emulsifier salts” : 
Substances which modify surface tension 
in the component phase of an emulsion 
to establish a uniform dispersion or 
emulsion.

(9) “Enzymes”: Enzymes used to im­
prove food processing and the quality of 
the finished food.

(10) “Firming agents”: Substances 
added to precipitate residual pectin, thus 
strengthening the supporting tissue and 
preventing its collapse during processings

(11) “Flavor enhancers” : Substances 
added to supplement, enhance, or modify 
the original taste and/or aroma of a 
food, without imparting a characteris­
tic taste or aroma of its own.

(12) “Flavoring agents and adju­
vants”: Substances added to impart or 
help impart a taste or aroma in food.

(13) “Flour treating agents” : Sub­
stances added to milled flour, at the mill, 
to improve its color and/or baking quali­
ties, including bleaching and maturing 
agents.

(14) “Formulation aids” : Substances 
used to promote or produce a desired 
Physical state or texture in food, includ­
ing carriers, binders, fillers, plasticizers, 
film-formers, and tableting aids, etc.

(15) “Fumigants”: Volatile substances 
used for controlling insects or pests.

(16) “Humectants”: Hygroscopic sub­
stances incorporated in food to promote 
retention of moisture, including mois­
ture-retention agents and antidusting 
agents.

(17) “Leavening agents”: Substances 
used to produce or stimulate production 
of carbon dioxide in baked goods to im­
part a light texture, including yeast, 
yeast foods, and calcium salts listed by 
the National Academy of Sciences/Na-
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tional Research Council under “dough 
conditioners.”

(18) “Lubricants and release agents”: 
Substances added to food contact sur­
faces to prevent ingredients and finished 
products from sticking to them.

(19) “Non-nutritive sweeteners”: Sub­
stances having less than 2 percent of 
the caloric value of sucrose per equiva­
lent unit of sweetening capacity.

(20) “Nutrient supplements”: Sub­
stances which are necessary for the 
body’s nutritional and metabolic proc­
esses.

(21) “Nutritive sweeteners” : Sub­
stances having greater than 2 percent of 
the caloric value of sucrose per equiva­
lent unit of sweetening capacity.

(22) “Oxidizing and reducing agents”: 
Substances which chemically oxidize or 
reduce another food ingredient, thereby 
producing a more stable product, includ­
ing the applicable effect listed by the 
National Academy of Sciences/National 
Research Council under “dough condi­
tioners.”

(23) “pH control agents” : Substances 
added to change or maintain active acid­
ity or basicity, including buffers, acids, 
alkalies, and neutralizing agents.

(24) “Processing aids”: Substances 
used as manufacturing aids to enhance 
the appeal or utility of a food or food 
component, including clarifying agents, 
clouding agents, catalysts, flocculents, 
filters aids, and crystallization inhibi­
tors, etc.

(25) “Propellants, aerating agents, 
and gases”.: Gases used to supply force to 
expel a product or used to reduce the 
amount of oxygen in contact with the 
food in packaging.

(26) “Sequestrants”: Substances 
which combine with polyvalent metal 
ions to form a soluble metal complex, to 
improve the quality and stability of 
products.

(27) “Solvents and vehicles”: Sub­
stances used to extract or dissolve an­
other substance.

(28) “Stabilizers and thickeners”: 
Substances used to produce viscous solu­
tions or dispersions, to impart body, im­
prove consistency, or stabilize emulsions, 
including suspending and bodying 
agents, setting agents, jellying agents, 
and bulking agents, etc.

(29) “Surface-active agents”: Sub­
stances used to modify surface proper­
ties of liquid food components for a 
variety of effects, other than emulsifiers, 
but including solubilizing agents, dis­
persants, detergents, wetting agents, re­
hydration enhancers, whipping agents, 
foaming agents, and defoaming agents, 
etc.

(30) “Surface-finishing agents”: Sub­
stances used to increase palatability, 
preserve gloss, and inhibit discoloration 
of foods, including glazes, polishes, 
waxes, and protective coatings.

(31) “Synergists”: Substances used to 
act or react with another food ingredi­
ent to produce a total effect different or 
greater than the sum of the effects pro­
duced by the individual ingredients.

14485

(32) “Texturizers”: Substances which 
affect the appearance or feel of the food.
§ 170.6 Opinion letters on food additive 

x status.
(a) Over the years the Food and Drug 

Administration has given informal writ­
ten opinions to inquiries as to the safety 
of articles intended for use as compo­
nents of, or in contact with, food. Prior 
to the enactment of the Food Additives 
Amendment of 1958 (Public Law 85-929; 
Sept. 6, 1958), these opinions were given 
pursuant to section 402(a) (1) of the 
Federal Food, Drug, and Cosmetic Act, 
which reads in part: “A food shall be 
deemed to be adulterated if it bears or 
contains any poisonous or deleterious 
substance which may render it injurious 
to health;”.

(b) Since enactment of the Food Ad­
ditives Amendment, the Food and Drug 
Administration has advised such in­
quirers that an article:

(1) Is a food additive within the 
meaning of section 201 (s) of the act; or

(2) Is generally recognized as safe 
(GRAS); or

(3) Has prior sanction or approval 
under that amendment; or

(4) Is not a food additive under the 
conditions of intended use.

(c) In the interest of the public health, 
such articles which have been considered 
in the past by the Food and Drug Admin­
istration to be safe under the provisions 
of section 402(a) (1) , or to be generally 
recognized as safe for their intended use, 
or to have prior sanction or approval, or 
not to be food additives under the con­
ditions of intended use, must be re­
examined in the light of current scien­
tific information and current principles 
for evaluating the safety of food addi­
tives if their use is to be continued.

(d) Because of the time span involved, 
copies of many of the letters in which 
the Food and Drug Administration has 
expressed an informal opinion concern­
ing the status- of such articles may no 
longer be in the file of the Food and 
Drug Administration. In the absence of 
information concerning the names and 
uses made of all the articles referred to 
in such letters, their safety of use can­
not be reexamined. For this reason all 
food additive status opinions of the kind 
described in paragraph (c) of this sec­
tion given by the Food and Drug Admin­
istration are hereby revoked.

(e) The prior opinions of the kind 
despribed in paragraph (c) of this sec­
tion will be replaced by qualified and 
current opinions if the recipient of each 
such letter forwards a copy of each to 
the Department of Health, Education, 
and Welfare, Food and Drug Adminis­
tration, Bureau of Foods, Pesticides, and 
Product Safety, Office of Compliance, 
200 C Street SW., Washington, DC 
20204, along with a copy of his letter of 
inquiry, on or before July 23,1970.

(f) This section does not apply to food 
additive status opinion letters pertaining 
to articles that were considered by the 
Food and Drug Administration to be food 
additives nor to articles included in reg-
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ulations in Parts 170 through 189 of this use by qualified experts shall be exempt 
chapter if the articles are used in accord- from the requirements of section 409 of 
ance with the requirements of such the act under the following conditions:
regulations.
(Sec. 201, 72 Stat. 1784-88, as amended; 21 
U.S.C. 321)
§ 170.10 Food additives in standardized 

foods.
(a) The inclusion of food ingredients

in Parts 170 through 189 of this chapter 
does not imply that these ingredients may 
be used in standardized foods unless they 
are recognized as optional ingredients in 
applicable food standards. Where a peti­
tion is received for the issuance or 
amendment oLa regulation establishing 
a definition and standard of identity for 
a food under section 401 of the act, which 
proposes the inclusion of a food additive 
in such definition and standard of iden­
tity, the provisions of the regulations in 
this part shall apply with respect to the 
information that must be submitted with 
respect to the food additive. Since section 
409(b) (5) of the act requires that the 
Secretary publish notice of a petition for 
the establishment of a food-additive reg­
ulation within 30 days after filing, notice 
of a petition relating to a definition and 
standard of identity shall also be pub­
lished within that time limitation if it 
includes a request, so designated, for the 
establishment of a regulation pertaining 
to a food additive. •

(b) If a  p e t it io n  f o r  a  d e fin it io n  a n d  
s ta n d a r d  o f  id e n t ity  c o n ta in s  a  p ro p o sa l 
fo r  a fo o d -a d d itiv e  re g u la t io n , a n d  th e  
p e t it io n e r  f a i ls  to  d e sig n a te  it  a s  su ch , 
th e  C o m m iss io n e r , u p o n  d e te rm in in g  t h a t  
t h e  p e t it io n  in c lu d e s  a  p ro p o sa l fo r  a 
fo o d -a d d it iv e  re g u la t io n , s h a l l  so  n o t ify  
th e  p e t it io n e r  a n d  s h a l l  th e r e a f te r  p ro ­
ce ed  in  a c c o rd a n c e  w ith  th e  re g u la t io n s  
in  t h is  p a rt .

(c) A regulation will not be issued al­
lowing the use of a food additive in a 
food for which a definition and standard 
of identity is established, unless its issu­
ance is in conformity with section 401 of 
the act or with the terms of a temporary 
permit issued under § 130.17 of this chap­
ter. When the contemplated use of such 
additive complies with the terms of a 
temporary permit, the food additive 
regulation will be conditioned on such 
compliance and will expire with the ex­
piration of the temporary permit.
§ 170.15 Adoption o f regulation on 

initiative o f Commissioner.
(a) The Commissioner upon his own 

initiative may propose the issuance of a 
regulation prescribing, with respect to 
any particular use of a food additive, the 
conditions under which such additive 
may be safely used. Notice of such pro­
posal shall be published in the F ederal 
R egister and shall state the reasons for 
the proposal.

(b) Action upon a proposal made by 
the Commissioner shall proceed as pro­
vided in Part 2 of this chapter.
§ 170.17 Exemption for investigational 

use and procedure for obtaining au­
thorization to market edible products 
from experimental animals.

A food additive or food containing a 
food additive intended for investigational
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(a) If intended for investigational use 
in vitro or in laboratory research ani­
mals, it bears a label which states promi­
nently, in addition to the other informa­
tion required by the act, the warning:

Caution. Contains a new food additive for 
investigational use only in  laboratory re­
search animals or for tests in vitro. Not for 
use in humans.-

(b) If intended for use in animals 
other than laboratory research animals 
and if the edible products of the animals 
are to be marketed as food, permission 
for the marketing of the edible products 
as food has been requested by the spon­
sor, and authorization has been granted 
by the Food and Drug Administration in 
accordance with § 511.1 of this chap­
ter or by the Department of Agriculture 
in accordance with § 309.17 of Title 9 
(9 CFR 309.17), and it bears a label 
which stated prominently, in addition to 
the other information required by the 
act, the warning:

Caution. Contains a new food additive for 
use only in  investigational animals. Not for 
use in  humans.

Edible products of investigational animals 
are not to  be used for food unless authoriza­
tion has been granted by the TJJ3. Pood and 
Drug Administration or by the  U.S. Depart­
m ent of Agriculture.

§ 170.18 Tolerances for related food  
additives.

(a) Food additives that cause similar 
or related pharmacological effects will 
be regarded as a class, and in the absence 
of evidence to the contrary, as having 
additive toxic effects and will be cofisid- 
ered as related food additives.

(b) Tolerances established for such re­
lated food additives may limit the 
amount of a common component that 
may be present, or may limit the amount 
of biological activity (such as cholines­
terase inhibition) that may be present 
or may limit the total amount of related 
food additives that may be present.

(c) Where food additives from two or 
more chemicals in the same class are 
present in or on a food, the tolerance for 
the total of such additives shall be the 
same as that for the additive having the 
lowest numerical tolerance in this class, 
unless there are available methods that 
permit quantitative determination of the 
amount of each food additive present or 
unless it is shown that a higher tolerance 
is reasonably required for the combined 
additives to accomplish the physical or 
technical effect for which such combined 
additives are intended and that the high­
er tolerance will be safe.

(d) Where residues from two or more 
additives in the same class are present 
in or on a food and there are available 
methods that permit quantitative de­
termination of each residue, the quantity 
of combined residues that are within the 
tolerance may be determined as follows:

(1) Determine the quantity of each 
residue present.

(2) D iv id e  th e  q u a n t ity  of e a c h  re s id u e  
b y  th e  to le ra n c e  t h a t  w o u ld  a p p ly  i f  i t  
o c cu rre d  a lo n e , a n d  m u lt ip ly  b y  10 0  to
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determine the percentage of the per­
mitted amount of residue present.

(3) Add the percentages so obtained 
for all residues present.

(4) The sum of the percentage shall 
not exceed 100 percent.
§ 170.19 Pesticide chemicals in proc­

essed foods.
When pesticide chemical residues oc­

cur in processed foods due to the use of 
raw agricultural commodities that bore 
or contained a pesticide chemical in 
conformity with an exemption granted 
or a tolerance prescribed under section 
408 of the act, the processed food will not 
be regarded as adulterated so long as 
good manufacturing practice has been 
followed in removing any residue from 
the raw agricultural commodity in the 
processing (such as by peeling or wash­
ing) and so long as the concentration of 
the residue in. the processed food when 
ready to eat is not greater than the tol­
erance prescribed for the raw agricul­
tural commodity. But when the con­
centration of residue in the processed 
food when ready to eat is higher than the 
tolerance prescribed for the raw agricul­
tural commodity, the processed food is 
adulterated unless the higher concen­
tration is permitted by a tolerance ob­
tained under section 409 of the act. For 
example, if fruit bearing a residue of 7 
parts per million of DDT permitted on 
the raw agricultural commodity is dried 
and a residue in excess of 7 parts per 
million of DDT results on the dried fruit, 
the dehydrated fruit is adulterated un­
less the higher tolerance for DDT is 
authorized by the regulations in this part. 
Food that is itself ready to eat, and which 
contains a higher residue than allowed 
for the raw agricultural commodity, may 
not be legalized by blending or mixing 
with other foods to reduce the residue in 
the mixed food below the tolerance pre­
scribed for the raw agricultural com­
modity.

Subpart B— Food Additive Safety
§ 170.20 General principles for evaluat­

ing the safety o f food additives.
(a) In reaching a decision on any peti­

tion filed under section 409 of the act, the 
Commissioner will give full consideration 
to the specific biological properties of 
the compound and the adequacy of the 
methods employed to demonstrate safety 
for the proposed use, and the Commis­
sioner will be guided by the principles 
and procedures for establishing the 
safety of food additives stated in current 
publications of the National Academy 
of Sciences-National Research Council. 
A petition will not be denied, however, 
by reason of the petitioner's having fol­
lowed procedures other than those out­
lined in the publications of the National 
Academy of Sciences-National Research 
Council if, from available evidence, the 
Commissioner finds that the procedures 
used give results as reliable as, or more 
reliable than, those reasonably to be ex­
pected from the use of the outlined pro- 
cedures.Tn reaching a decision, the Com." 
missioner will give due weight to tne 
anticipated levels and patterns of con­
sumption of the additive specified or rea­
sonably inferrable. For the purposes o
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this section, the principles for evaluating 
safety of additives, set forth in the above- 
mentioned publications will apply to any 
substance that may properly be classified 
as a food additive as defined in section 
201 (s) of the act.

(b) Upon written request describing 
the proposed use of an additive and the 
proposed experiments to determine its 
safety, the 'Commissioner will advise a 
person who wishes to establish the safety 
of a food additive whether he believes 
the experiments planned will yield data 
adequate for an evaluation of the safety 
of the additive.
§ 170.22 Safety factors to.be considered.

In accordance with section 409(c)(5) 
CC) of the act, th$ following safety fac­
tors will be applied in determining 
whether the proposed use of a food addi­
tive will be safe: Except where evidence 
is submitted which justifies use of a dif­
ferent safety factor, a safety factor in 
applying animal experimentation data 
to man of 100 to 1, will be used; that is, 
a food additive for use by man will not 
be granted a tolerance that will exceed 
l/100th of the maximum amount dem­
onstrated to be without harm to experi­
mental animals.
§ 170.30 Eligibility for  classification as 

generally recognized as safe (GRAS).
(a) General recognition of safety may 

be based only on the views of experts 
qualified by scientific training and ex­
perience to evaluate the safety of sub­
stances directly or indirectly added to 
food. The basis of such views may be 
either (1) scientific procedures or (2) in 
the case of a substance used in food prior 
to January 1, 1958, through experience 
based on common use in food. General 
recognition ctf safety requires common 
knowledge about the substance through­
out the scientific community knowledge­
able about the safety of substances di­
rectly or indirectly added to food.

(b) General recognition of safety 
based upon scientific procedures shall re­
quire the same quantity and quality of 
scientific evidence as is required to ob­
tain approval of a food additive regula­
tion for the ingredient. General recogni­
tion of safety through scientific proce­
dures shall ordinarily be based upon 
published studies which may be corrob­
orated by unpublished studies and other 
data and information.
,, (c) General recognition of safety 
through experience based on common use 
ui food prior to January 1, 1958, may be 
determined without the quantity or qual­
ity of scientific procedures required for 
approval of a food additive regulation. 
General recognition of safety through 
experience based on common use in food 
Prior to January 1, 1958, shall ordinarily 
be based upon generally available data 
and information. An ingredient not in 
common use in food prior to January 1, 
ru58, may achieve general recognition of 
sa ®̂ty only through scientific procedures, 
oo The food ingredients listed as 
GRAS m Part 182 of this chapter or af­
firmed as GRAS in Part 184 or § 186.1 of

this chapter do not include all substances 
that are generally recognized as safe for 
their intended Use in food. Because of the 
large number of substances the intended 
use of which results or may reasonably 
be expected to result, directly or indirect­
ly, in their becoming a component or 
otherwise affecting the characteristics of 
food, it is impracticable to list all such 
substances that are GRAS. A food in­
gredient of natural biological origin that 
has been widely consumed for its nu­
trient properties in the United States 
prior to January 1, 1958, without known 
detrimental effects, which is subject only 
to conventional processing as practiced 
prior to January 1, 1958, and for which 
no known safety hazard exists, will or­
dinarily be regarded as GRAS without 
specific inclusion in Part 182, Part 184 or 
§ 186.1 of this chapter.

(e) Food ingredients were listed as 
GRAS in Part 182 of this chapter during 
1958-1962 without a detailed scientific 
review of all available data and informa­
tion relating to their safety. Beginning 
in 1969, the Food and Drug Administra­
tion has undertaken a systematic review 
of the status of all ingredients used in 
food on the determination that they are 
GRAS or subject to a prior sanction. All 
determinations of GRAS status or food 
additive status or prior sanction status 
pursuant to this review shall be handled 
pursuant to §§ 170.35, 170.38, and 180.1 
of this chapter. Affirmation of .GRAS 
status shall be announced in Part 184 or 
§ 186.1 of this chapter.

(f) The status of the following food in­
gredients will be reviewed and affirmed 
as GRAS or determined to be a food ad­
ditive or subject to a prior sanction pur­
suant to § 170.35, •§ 170.38, or § 180.1 of 
this chapter:

(1) Any substance of natural biolog­
ical origin that has been widely con­
sumed for its nutrient properties in the 
United States prior to January 1, 1958, 
without known detrimental effect, for 
which no health hazard is known, and 
which has been modified by processes 
first introduced into commercial use after 
January 1, 1958, which may reasonably 
be expected significantly to alter the 
composition of the substance.

(2) Any substance of natural biologi­
cal origin that has been widely consumed 
for its nutrient properties in the United 
States prior to January 1, 1958, without 
known detrimental effect, for which no 
health hazard is known, that has had 
significant alteration of composition by 
breeding or selection after January 1, 
1958, where the change may be reason­
ably expected to alter the nutritive value 
or the concentration of toxic constitu­
ents.

(3) Distillates, isolates, extracts, and 
concentration of extracts of GRAS sub­
stances.

(4) Reaction products of GRAS sub­
stances.

(5) Substances not of a natural bio­
logical origin, including those for which 
evidence is offered that they are identi­
cal to a GRAS counterpart of natural 
biological origin.

(6) Substances of natural biological 
origin intended for consumption for 
other than their nutrient properties.

(g) A food ingredient that is not GRAS 
or subject to a prior sanction requires a 
food additive regulation promulgated 
under section 409 of the act before it may 
be directly or indirectly added to food.

(h) A food ingredient that is listed as 
GRAS in Part 182 of this chapter or 
affirmed as GRAS in Part 184 or § 186.1 
of this chapter shall be regarded as 
GRAS only if, in addition to all the 
requirements in the applicable regula­
tion, it also meets all of the following 
requirements:

(1) It complies with any applicable 
food grade specifications of the Food 
Chemicals Codex, 2d Ed. (1972) 11; except 
that any substance used as a component 
of articles that contact food and affirmed 
as GRAS in § 186.1 of this chapter shall 
comply with the specifications therein, 
or in the absence of such specifications, 
shall be of a purity suitable for its in­
tended use.

’C2) It performs an appropriate func­
tion in the food or food-contact article in 
which it is used.

(3) It is used at a level no higher than 
necessary to achieve its intended pur­
pose in that food or, if used as a compo­
nent of a food-contact article, at a level 
no higher than necessary to achieve its 
intended purpose in that article.

(i) If a substance is affirmed as GRAS 
iu P art 184 or § 186.1 of this chapter with 
no limitation other than good manufac­
turing practice, it shall be regarded as 
GRAS if its conditions of use are not sig­
nificantly different from those reported 
in the regulation as the basis on which 
the GRAS status of the substance was 
affirmed. If the conditions of use are sig­
nificantly different, such use of the sub­
stance may not be GRAS. In such a case 
a manufacturer may not rely on the reg­
ulation as authorizing the use but must 
independently establish that the use is 
GRAS or must use the substance in ac­
cordance with a  food additive regulation.

(j) If an ingredient is affirmed as 
GRAS in Part 184 or § 186.1 of this chap­
ter with specific limitation (s), it may be 
used in food only within such limita­
tion (s) (including the category of 
food(s), the functional use(s) of the in­
gredient, and the level(s) of use). Any 
use of such an ingredient not in full com­
pliance with each such established lim­
itation shall require a food additive reg­
ulation.

(k) Pursuant to § 170.35, a food ingre­
dient may be affirmed as GRAS in Part 
184 or § 186.1 of this chapter for a spe­
cific use(s) without a general evaluation 
of use of the ingredient. In addition to 
the use(s) specified in the regulation, 
other uses of such an ingredient may also 
be GRAS. Any affirmation of GRAS sta­
tus for a specific use(s), without a gen­
eral evaluation of use of the ingredient, 
is subject to reconsideration upon such 
evaluation.

11 Copies may be obtained from: The Na­
tional Academy of Sciences, 2ÎÔ1 Constitu­
tion Ave. NW., Washington, D.C. 20037.
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(1) New information may at any time 

require reconsideration of the GRAS 
status of a food ingredient. Any change 
in Part 182, Part 184, ór § 186.1 of this 
chapter shall be accomplished pursuant 
to § 170.38.
§ 170.35 Affirmation of generally recog­

nized as safe (GRAS) status.
(a) The Commissioner, either on his 

initiative or on the petition of an inter­
ested person, may affirm the GRAS 
status of substances that directly or in­
directly become components of food.

(b) (1) If the Commissioner proposes 
on his own initiative that a substance is 
entitled to affirmation as GRAS, he will 
place all of the data and information on 
which* he reliés on public file in the office 
of the Hearing Clerk and will publish in 
the F ederal R egister a notice giving the 
name of the substance, its proposed uses, 
and any limitations proposed for pur­
poses other than safety.

(2) The Federal Register notice will 
allow a period of 60 days during which 
any interested person may review the 
data and information and/or file com­
ments with the Hearing Clerk. Copies of 
all comments received shall be made 
available for examination in the Hearing 
Clerk’s office.

(3) The Commissioner will evaluate all 
comments received. If he concludes that 
there is convincing evidence that the 
substance is GRAS as described in 
§ 170.30, he will publish a notice in the 
F ederal R egister listing the substance as 
GRAS in Part 182, Part 184, or Part 186 
of this chapter, as appropriate.

(4) If, after evaluation of the com­
ments, the Commissioner concludes that 
there is a lack of convincing evidence 
that the substance is GRAS and that it 
should be considered a food additive 
subject to section 409 of thè act, he shall 
publish a notice thereof in the F ederal 
R egister in accordance with § 170.38.

<c) (1) Persons seeking the affirmation 
of GRAS status of substances as provided 
for in § 170.30(e), except those subject to 
the NAS-NRC GRAS list survey (36 FR 
20546), shall submit a petition for GRAS 
affirmation pursuant to Part 2 of this 
chapter. Such petition shall contain in­
formation to establish that the GRAS 
criteria as set forth in § 170.3.0(b) have 
been met, in the following form:

( i)  D e sc r ip t io n  o f th e  su b sta n ce , i n ­
c lu d in g :

(a )  C o m m o n  o r  u su a l n a m e .
(b) C h e m ic a l n a m e .
(c) Chemical Abstract Service (CAS) 

registry number.
(d) E m p ir ic a l  fo rm u la .
(e) Structural formula.
(/) Specifications for food grade ma­

terial, including arsenic and heavy 
metals. (Recommendation for any 
change in the Food Chemicals Codex 
monograph should be included where 
applicable.)

(gr) Quantitative compositions.
(h) M a n u fa c tu r in g  p ro ce ss  (e x c lu d in g  

a n y  t ra d e  s e c r e t s ) .
(ii) Use of the substance, including :
(a) Date when use began.
(b) Information and reports ór other 

data on past uses in food.
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(c) Foods in which used, and levels of 
use in such foods, and for what pur­
poses.

(iii) Methods for detecting the sub­
stance in food, including:

(a) References to qualitative and 
quantitative methods for determining the 
substance(s) in food, including the type 
of analytical procedures used.

(b) Sensitivity and reproducibility of 
such method(s).

(iv) Information to establish the 
safety and functionality of the substance 
in food. Published scientific literature, 
evidence that the substance is identical 
to a GRAS counterpart of natural bio­
logical origin, and other data may be sub­
mitted to support safety. Any adverse 
information or consumer complaints 
shall be included. Complete bibliographic 
references shall be provided where a copy 
of the article is not provided.

(v) A statement signed by the per­
son responsible for the petition that to 
the best of his knowledge it is a  repre­
sentative and balanced submission that 
includes unfavorable information, as well 
as favorable information, known to him 
pertinent to the evaluation of the safety 
and functionality of the substance.

(2) Within 30 days after the date of 
filing the petition, the Commissioner will 
place the petition on public file in the 
office of the Hearing Clerk and will pub­
lish a notice of filing in the F ederal 
R egister giving the name of the petition­
er and a brief description of the petition 
including the name of the substance, its 
proposed use, and any limitations pro­
posed for reasons other than safety. Á 
copy of the notice will be mailed to the 
petitioner a t the timé the original is sent 
to the F ederal R egister.

(3) The notice of filing in the F ederal 
R egister will allow a period of 60 days 
during which any interested person may 
review the petition and/or file comments 
with the Hearing Clerk. Copies of all 
comments received shall be made avail­
able for examination in the Hearing 
Clerk’s office.

(4) The Commissioner will evaluate 
the petition and all available informa­
tion including all comments received. If 
the petition and such information pro­
vide convincing evidence that the sub­
stance is GRAS as described in § 170.30 
he Will publish an order in the F ederal 
R egister listing the substance as GRAS 
in Part 182, Part 184, or Part 186 of this 
chapter, as appropriate.

(5) If, aftér evaluation of the petition 
and all available information, the Com­
missioner concludes that there is a lack 
of convincing evidence that the substance 
is GRAS and that it should be considered 
a food additive subject to section 409 of 
the act, he shall publish a notice thereof 
in the F ederal R egister in accordance 
with § 170.38.

(6) The notice of filing in the F ed­
eral R egister will request submission of 
proof of any applicable prior sanction for 
use of the ingredient under conditions 
different from those proposed to be de­
termined to be GRAS. The failure of 
any person to come forward with proof 
of such an applicable prior sanction in

response to the notice of filing will con­
stitute a waiver of the right to assert 
or rely on such sanction a t any later 
time. The notice of filing will also con­
stitute a proposal to establish a regu­
lation under Part 181 of this chapter, 
incorporating the same provisions, in 
the event that such a regulation is de­
termined to be appropriate as a result 
of submission of proof of such an ap­
plicable prior sanction in response to 
the notice of filing.
(Sec. 201, 72 Stat. 1784-1788; 21 U.S.C. 321)
§ 170.38 Determination o f food additive

status.
(a) The Commissioner may, in ac­

cordance with § 170.35 (b) (4) or (c) (5), 
publish a notice in the F ederal Regis­
ter determining that a substance is not 
GRAS and is a food additive subject to 
section 409 of the act.

(b) (1) The Commissioner, on his own 
initiative or on the petition of any in­
terested person, pursuant to Part 2 of 
this chapter, may issue a notice in the 
F ederal R egister proposing to determine 
that a substance is not GRAS and is a 
food additive subject to section 409 of 
the act. Any petition shall include all 
relevant data and information of the 
type described in § 171.130(b). The Com­
missioner will place all of the data and 
information on which he relies on public 
file in the office of the Hearing Clerk and 
will include in the F ederal R egister 
notice the name of the substance, its 
known uses, and a summary of the basis 
for the determination.

(21 The F ederal R egister notice w ill 
allow a period of 60 days during w hich  
any interested person may review the  
data and information and/or file com­
ments with the Hearing Clerk. Copies 
of all comments shall be made available 
for examination in the Hearing C le rk ’s 
office.

(3) The Commissioner will evaluate  
all comments received. If he concludes 
that there is a lack of convincing evi­
dence that the substance is GRAS or is 
otherwise exempt from the definition of 
a food additive in section 201 (s) of the 
act, he will publish a notice thereof in  
the F ederal R egister. If he concludes 
that there is convincing evidence that  
the substance is GRAS, he will publish  
an order in the F ederal R egister listing  
the substance as GRAS in Part 182, P a rt  
184, or Part 186 of this chapter, as ap ­
propriate.

(c) A F ederal R egister notice deter­
mining that a substance is a food add i­
tive shall provide for the use of the 
additive in food or food contact surfaces 
as follows:

(1) I t  may promulgate a food additive 
regulation governing use of the additive.

(2) It may promulgate an interim
food additive regulation governing use 
of the additive. .

(3) I t  may require discontinuation oi 
the use of the additive.

(4) I t  may adopt any combination of 
the above three approaches for different 
uses or levels of use of the additive.

(d) If the Commissioner of Food and 
Drugs is aware of any prior sanction for
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use of the substance, he will concurrently 
propose a separate regulation covering 
such use of the ingredient under Part 
181 of this chapter. If the Commissioner 
is unaware of any such applicable prior 
sanction, the proposed regulation will 
so state and will require any person: who 
intends to assert or rely on such sanc­
tion to submit proof of its existence. Any 
regulation promulgated pursuant to this 
section constitutes a determination that 
excluded uses would result in adultera­
tion of the food in violation of section 402 
of the act, and the failure of any person 
to come forward with proof of such an 
applicable prior sanction in response to 
the proposal will constitute a waiver of 
the right to assert or rely on such sanc­
tion at any later time. The notice will 
also constitute a proposal to establish a 
regulation under Part 181 of this chap­
ter, incorporating the same provisions, in 
the event that such a regulation is deter­
mined to be appropriate as a result of 
submission of proof of such an applicable 
prior sanction in response to the pro­
posal.
(Sec. 201, 72 Stat. 1784-1788; 21 U.S.C. 321)

Subpart C—Specific Administrative 
Rulings and Decisions

§ 170.45 F 1 o  u r i n e-containing com­
pounds.

The Commissioner of Food and Drugs 
has concluded that it is in the interest 
of the public health to limit the addition 
of fluorine compounds to foods (a) to 
that resulting from the fluoridation of 
public water supplies as stated in § 250.- 
203 of this chapter, (b) to that resulting 
from the fluoridation of bottled water 
within the limitation established in 
§ 103.35(d) of this chapter, and (c) to 
that authorized by regulations (40 CFR 
Part 180) under section 408 of the act.
§ 170.50 Glycine (aminoacetic acid) in 

food for human consumption.
(a) Heretofore, the Food and Drug 

Administration has expressed the opinion 
in trade correspondence that glycine is 
generally recognized as safe for certain 
technical effects in human food when 
used in accordance with good manufac­
turing practice; however:

(1) Reports in scientific literature in­
dicate that adverse effects were found in 
cases where high levels of glycine were 
administered in diets of experimental 
animals.

(2) Current usage information indi­
cates that the daily dietary intake of 
glycine by humans may be substantially 
increasing due to changing use patterns 
to food technology.
Therefore, the Food and Drug Adminis­
tration no longer regards glycine and 
its salts as generally recognized as safe 
tor use in human food and all outstand­
ing letters expressing sanction for such 
use are rescinded.

(b) The Commissioner of Food and 
Drugs concludes that by May 8, 1971, 
manufacturers:

(l) Shall reformulate food products 
ior human use to eliminate added glycine 
and its salts; or

(2) Shall bring such products into 
compliance with an authorizing food ad­
ditive regulation. A food additive petition 
supported by toxicity data is required to 
show that any proposed level of glycine 
or its salts added to foods for human 
consumption will be safe.

(c) The status of glycine as generally 
recognized as safe for use in animal feed, 
as prescribed in § 582.5049 of this chap­
ter, remains unchanged because the ad­
ditive is considered an essential nutrient 
in certain animal feeds and is safe for 
such use under conditions of good feed­
ing practice.
(Sec. 201 (s), 72 Stat. 1784-88, as amended; 
21 U.S.C. 321 (s).)
§ 170.60 Nitrites and/or nitrates in cur­

ing premixes.
(a) Nitrites and/or nitrates are food 

additives when combined in curing pre­
mixes with spices and/or other flavoring 
or seasoning ingredients that contain or 
constitute a source of secondary or terti­
ary amines, including but not limited to 
essential oils, disodiUm inosinate, diso­
dium guanylate, hydrolysates of animal 
or plant origin (such as hydrolyzed vege­
table protein) , oleoresins of spices, soy 
products, and spice extractives. Such 
food additives may be used only after 
the establishment of an authorizing food 
additive regulation. A food additive peti­
tion submitted pursuant to §§ 17i.l and 
171.100 of this chapter, supported by data 
demonstrating that nitrosamines are not 
formed in curing premixes containing 
such food additives, is required to estab­
lish safety.

(b) Nitrites and/or nitrates, when 
packaged separately from flavoring and 
seasoning in curing premixes, may con­
tinue to be used under prior sanctions in 
the commercial curing of meat and meat 
products and poultry products and in ac­
cordance with the provisions of §§ 172.- 
170 and 172.175 of this chapter that ap­
ply to meat curing preparations for the 
home curing of meat and meat products, 
including poultry and wild game. To as­
sure safe use of such ingredients the la­
beling of the premixes shall bear instruc­
tions to the user that such separately 
packaged ingredients are not to be com­
bined until just prior to use. Encapsulat­
ing or coating some or all of the ingre­
dients does not constitute separate 
packaging.

^PART 171— FOOD ADDITIVE PETITIONS
Subpart A—General ProvisionsSec.

171.1 Petitions.
171.6 Amendment of petition.
171.7 Withdrawal of petition without

prejudice.
•Subpart B—Administrative Actions on 

Applications
171.100 Regulation based on petition. 
171.102* Effective date of regulation. 
171.110 Objection to regulation and request 

for hearing.
171.130 Procedure for amending and repeal- 

ing tolerances or exemptions from 
tolerances.

A u t h o r i t y : Secs. 409, 701, 52 Stat. 1055- 
1056 as amended* 72 Stat. 1785-1788 as 
amended (21 U.S.O. 348, 371), unless other­
wise noted.

Subpart A— General Provisions 
§ 171.1 Petitions.

(a) Petitions to be filed with the Com­
missioner under the provisions of section 
409(b) of the act shall be submitted in 
triplicate. If any part of the material 
submitted is in a foreign language, it 
shall be accompanied by an accurate and 
complete English translation. The peti­
tion shall state petitioner’s post office 
address to which published notices or 
orders issued or objections filed pur­
suant to section 409 of the act may be 
sent.

(b) Pertinent information may be in­
corporated in, and will be considered as 
part of, a petition on the basis of spe­
cific reference to such information sub­
mitted to and retained in the files of the 
Food and Drug Administration. How­
ever, any reference to unpublished 
information furnished by a person other 
than the applicant will not be considered 
unless use of such information is au­
thorized in a written statement signed by 
the person who submitted it. Any ref­
erence to published information offered 
in support of a food-additive petition 
should be accompanied by reprints or 
photostatic copies of such references.

(c) Petitions shall include the follow­
ing data and be submitted in the follow­
ing form:

(Date)Name of petitioner___ j.______________
Post-office address__________ ________
D ate________ ;______ ;_____________
Name of food additive and proposed use__

Petitions Control Branch
Pood and Drug Administration
Department of Health, Education, and

Welfare
Washington, D.C. 20204.
D e a r  S i r s :

The under sighed,' _____ ________ ____
submits this petition pursuant to section 
409(b)(1) of the Federal Pood, Drug, and 
Cosmetic Act with respect to__________ _
(Ñame of the food additive and proposed use) •

Attached hereto, in triplicate, and consti­
tuting a part of this petition, are the 
following :

A. The name and all pertinent information 
concerning the food additive, including 
chemical identity and composition of the 
food additive, its physical, chemical, and 
biological properties, and specifications pre­
scribing the minimum content of the desired 
component (s) and identifying and limiting 
the reaction byproducts and other impurities. 
Where such information is not available, a 
statement as to the reasons why it is not 
should be submitted.

When the chemical identity and composi­
tion of the food additive is not known, the 
petition shall contain information in suf­
ficient detail to permit evaluation regarding 
the method of manufacture and the analyti­
cal controls used during the various stages 
of manufacturing, processing, or packing of 
the food additive which are relied upon to 
establish that it is a substance of repro­
ducible composition. Alternative methods 
and controls and variations in methods and 
controls within reasonable limitB that do not 
affect the characteristics of the substance or 
the reliability of the controls may be 
specified.
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If the food additive is a mixture of chemi­
cals, the petition shall supply a list of all 
substances used in the synthesis, extraction, 
or other method of preparation, regardless of 
whether they undergo chemical change in 
the process. -Each substance should be 
identified by its common English name and 
complete chemical name, using structural 
formulas when necessary for specific identifi­
cation. If any proprietary preparation is 
used as a component, the proprietary name 
should be followed by a complete quantita­
tive statement of composition. Reasonable 
alternatives for any listed substance may be 
specified..

If the petitioner does not himself perform 
all the manufacturing, processing, and pack­
ing operations for a food additive, the peti­
tion shall identify each person who will per­
form a part of such operations and designate 
the part.

The petition shall include stability data, 
and, if the data indicate that it is needed 
to insure the identity, strength, quality, or 
purity of the additive, the expiration date 
that will be employed.

B. The amount" of the food additive pro­
posed for use and the purposes for which it 
is proposed, together with all directions, 
recommendations, and suggestions regarding 
the proposed use, as well as specimens of the 
labeling proposed for the food additive and 
any labeling that will be required by appli­
cable provisions of the Federal Food, Drug, 
and Cosmetic Act on the finished food by 
reason of the use of the food additive. If the 
additive results or may reasonably be ex­
pected to result from the use of packaging 
material, the petitioner shall -show how this

*• may occur and what residues may reasonably 
be anticipated.(Typewritten or other draft-labeling copy 
will be accepted for consideration of the peti­
tion, provided a statement is made that final 
printed labeling identical in content to the 
draft copy will be submitted as soon as avail­
able and prior to the marketing of the food 
additive.

If the food additive is one for which a 
tolerance limitation is required to assure its 
safety, the level of use proposed should be no 
higher than the amount reasonably required 
to accomplish the intended physical or other 
technical effect, even though the safety data 
may support a higher tolerance.)

C. Data establishing that the food additive 
will have the intended physical or other 
technical effect or that it may reasonably be 
expected to become a component, or to affect 
the characteristics, directly or indirectly, of 
food and. the amount necessary to accomplish 
this. These data should include information 
in sufficient detail to permit evaluation with 
control data.

D. A description of practicable methods to 
determine the amount of the food additive 
in the raw, processed, and/or finished food 
and of any substance formed in or on such 
food because of its use. The test proposed 
shall be one that can be used for food-control 
purposes and that can be applied with con­
sistent results by any properly equipped and 
trained laboratory personnel.

E. Full reports of investigations made with 
respect to the safety of the food additive.

(A petition may be regarded as incomplete 
unless it includes full reports of adequate 
tests reasonably applicable to show whether 
or not the food additive will be safe for its 
intended use. The reports ordinarily should 
include detailed data derived from appro­
priate animal and other biological experi­
ments in which the methods used and the 
results obtained are clearly set forth. The 
petition shall not omit without explanation 
any reports of investigations that would bias 
an evaluation of the safety of the food 
additive.)

F. Proposed tolerances for the food addi­
tive, if tolerances are required in order to 
insure its safety. A petitioner may include 
a proposed regulation.

Q. If submitting petition to modify an 
existing regulation issued pursuant to sec­
tion 409(c)(1)(A) of the act, fuU informa­
tion on each proposed change that is to be 
made in the original regulation must be 
submitted. The petition may omit state­
ments made in the original petition concern­
ing which no change is proposed. A supple­
mental petition must be submitted for any 
change beyond the variations provided 'for 
in the original petition and the regulation 
issued on the basis of the original petition.

H. The petitioner is required to submit an 
environmental impact analysis report analyz­
ing the environmental impact of the manu­
facturing process and the ultimate use or 
consumption of the food additive pursuant 
to § 6.1 of this chapter.

Yours very truly.
Petitioner__ ‘______— —

By  ---------- — — •
(Indicate authority)

(d) The petitioner will be notified of 
the date on which his petition is filed; 
and an incomplete petition, or one that 
has not been submitted in triplicate, will 
usually be retained but not filed as a 
petition under section 409 of the act. The 
petitioner will be notified in what re­
spects his petition is incomplete.

(e) The petition must be signed by the 
petitioner or by his attorney or agent, or 
(if a» corporation) by an authorized 
official.

(f) The data specified under the sev­
eral lettered headings should be sub­
mitted on separate sheets or sets of 
sheets, suitably identified. If such data 
have already been submitted with an 
earlier application, the present petition 
may incorporate it by specific reference 
to the earlier. If part of the data have 
been submitted by the manufacturer of 
the food additive as a master file, the 
petitioner may refer to the master file 
if and to the extent he obtains the manu­
facturer’s written permission to do so. 
The manufacturer may authorize spe­
cific reference to the data without dis­
closure to the petitioner. Nothing herein 
shall prevent reference to published data.

(g) A petition shall be retained but 
shall not be filed if any of the data pre­
scribed by section 409(b) of the act are 
lacking or are not set forth so as to be 
readily understood.

(h) (1) The following data and infor­
mation in a food additive petition are 
available for public disclosure, unless 
extraordinary circumstances are shown, 
after the notice of filing of the petition 
is published in the Federal Register 
or, if the petition is not promptly filed 
because of deficiencies in it, after the 
petitioner is informed that it will not be 
filed because of the deficiencies involved:

(i) All safety and functionality data 
and information submitted with or in­
corporated by reference in the petition.

(ii) A protocol for a test or study, 
unless it is shown to fall within the ex­
emption established for trade secrets 
and confidential commercial information 
in § 4.61 of this chapter.

(in) Adverse reaction reports, product 
experience reports, consumer complaints,

and other similar data and information, J 
after deletion of :

(a) Names and any information that 
would identify the person using the 
product.

(b) Names and any information that 
would identify any third party involved 
with the report, such as a physician or 
hospital or other institution.

<iv) A list of all ingredients contained 
in a food additive, whether or n o t it is 
in descending order of predominance. A 
particular ingredient or group of ingre­
dients shall be deleted from any such list 
prior to public disclosure if it is shown 
to fall within the exemption established 
in § 4.61 of this chapter, and a notation . 
shall be made that any such ingredient 
list is incomplete.

(v) An assay method or other ana­
lytical method, unless it serves no regu­
latory or compliance purpose and is 
shown to fall within the exemption es­
tablished in § 4.61 of this chapter.

(2) The following data and inform a­
tion in a food additive petition are not 
available for public disclosure unless they 
have been previously disclosed to  the 
public as defined in § 4.81 of this chapter 
or they relate to a product or ingredient 
that has been abandoned and they no 
longer represent a trade secret or confi­
dential commercial or financial infor­
mation as defined in § 4.61 of this 
chapter:

(i) Manufacturing, methods or proc­
esses, including quality control proce­
dures.

(ii) Production, sales, distribution, and 
similar data and: information, except that 
any compilation of such data and in­
formation aggregated and prepared in a 
way that does not reveal data or infor­
mation which is not available for public 
disclosure under this provision is avail­
able for public disclosure.

(iii) Quantitative or sem iquantitative 
formulas.

(3) All correspondence and written 
summaries of oral discussions relating to 
a food additive petition are available for 
public disclosure in accordance w ith the 
provisions of Part 4 of this chapter when 
the food additive regulation is published 
in the Federal Register.

(4) For purposes of this regulation, 
safety and functionality data include all 
studies and tests of a food additive on 
animals and humans and all studies and 
tests on a food additive for identity, sta­
bility, purity, potency, perform ance, and 
usefulness.

(i) (1) Within 15 days after receipt, the 
Commissioner will notify the petitioner 
of acceptance or nonaoceptance of a pe­
tition, and if not accepted the reasons 
therefor. If accepted, the date of the 
notification letter sent to petitioner be­
comes the date of filing for the purposes 
of section 409(b)(5) of the act. If the 
petitioner desires, he may supplem ent a 
deficient petition after being notified 
regarding deficiencies. If the supplemen­
tary material or explanation of the peti­
tion is deemed acceptable, petitioner 
shall be notified. The date of such noti­
fication becomes the date of filing. If th 
petitioner does not wish to supplemen
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or explain the petition and requests in 
writing that it be filed as submitted, the 
petition shall be filed and the petitioner 
so notified. The date of such notification 

. becomes the date of filing.
(2) The Commissioner will publish in 

the Federal R egister within 30 days from 
the date of filing of such petition, a 
notice of the filing, the name of the peti­
tioner, and a brief description of the pro­
posal in general terms. In  the case of a 
food additive which becomes a compo­
nent of food by migration from packag­
ing material, the notice shall include the 
name of the migratory substance, and 
where it is different from that of one of 
the original components, the name of the 
parent component, the maximum quan­
tity of the migratory substance that is 
proposed for use in food, and the physi­
cal or other technical effect which the 
migratory substance or its parent com­
ponent is intended to have in the pack- 

/ aging material. A copy of the notice will 
be mailed to the petitioner when the 
original is forwarded to the F ederal 
Register for publication.

(j) The Commissioner may request a 
full description of the methods used in, 
and the facilities and controls used for, 
the production of the food additive, or 
a sample of the food additive, articles 
used as components thereof, or of the 
food in which the additive is proposed to 
be used, at any time while a petition is 
under consideration. The Commissioner 
shall specify in the request for a sample 
of the food additive, or articles used as 
components thereof, or of the food in or 
on which the additive is proposed to be 
used, a quantity deemed adequate to 
permit tests of analytical methods to de­
termine quantities of the food additive 
present in foods for which it is intended 
to be used or adequate for any study or 
investigation reasonably required with 
respect to the safety of the food additive 
or the physical or technical effect it pro- 
duces. The date used for computing the 

for the purposes of section 
409(c) (2) of the act shall be moved for-
I f  for each day after the mailingdate of the request taken by the peti­

tioner to submit the sample. If the in- 
X S * 1«1 or sample is requested a rea- 
sonable time in advance of the 180 days, 

2?* submitted within such 180 days 
r the petition, the petition

Prejudlc C°nSidered withdrawn without

§ 171.6 A m endm ent of petition.
a petition has been filed, the 

Petitioner may submit additional infor- 
ation or data in support thereof. In

nrmLCn?ef’ the Commissioner deter- 
mines that the additional information or 
mem- a??ounts a substantive amend- 
S S J’ the Petition as amended will be 

date’ and the time 
the Rml i1 begm to 11,11 anew* Where 
s u b s W ^ r ®  aniendment proposes a uostantial change to the petition which
may affect the quality of the human en- 

onment, the petitioner is required to 
submit an environmental impact analysis 
report pursuant to § 6.1 of this chapter.
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§ 171.7 Withdrawal o f petition without 
prejudice.

(a) In some cases the Commissioner 
will notify the petitioner that the peti­
tion, while technically complete, is in­
adequate to justify the establishment of 
a regulation or the regulation requested 
by petitioner. This may be due to the 
fact that the data are not sufficiently 
clear or complete. In such cases, the peti­
tioner may withdraw the petition pend­
ing its clarification or the obtaining of 
additional data. This withdrawal will be 
without prejudice to a future filing. Upon 
refiling, the time limitation will begin to 
run anew from the date of refiling.

(b) At any time before the order pro­
vided for in § 171.100(a) has been for­
warded to the Federal Register for pub­
lication, the petitioner may withdraw 
the petition without prejudice to a future 
filing. Upon refiling the time limitation 
will begin to run anew.

Subpart B— Administrative Actions on 
Applications

§ 171.100 Regulation based on petition.
(a) The Commissioner will forward for 

publication in the Federal Register, 
within 90 days after filing of the petition 
(or within 180 days if the time is ex­
tended as provided for in section 409(c) 
(2) of the act), a regulation prescribing 
the conditions under which the food ad­
ditive may be safely used (including, but 
not limited to, specifications as to the 
particular food or classes of food in or on 
which such additive may be used, the 
maximum quantity that may be used 
or permitted to remain in or on such 
food, the manner in which such additive 
may be added to or used in or on such 
food, and any directions or other labeling 
or packaging requirements for such ad­
ditive deemed necessary by him to assure 
the safety of such use), and prior to the 
forwarding of the order to the Federal 
Register for publication shall notify the 
petitioner of such order and the reasons 
for such action; or by order deny the 
petition, and shall notify the petitioner 
of such order and of the reasons for such 
action.

(b) If the Commissioner determines 
that additional time is needed to study 
and investigate the petition, he shall by 
written notice to the petitioner extend 
the 90-day period for not more than 180 
days after the filing of the petition.
§ 171.102 Effective date o f regulation.

A regulation published in accordance 
with § 171.100(a) shall become effective 
upon publication in the Federal Regis­
ter.
§ 171.110 Procedure for objections and

hearings.
Objections and hearings relating to 

food additive regulations under section 
409 (c), (d), or (h) of the act shall be 
governed by Part 2 of this chapter.

14491
ested person, pursuant to Part 2 of this 
chapter, may propose the issuance of a 
regulation amending or repealing a regu­
lation pertaining to a food additive or 
granting or repealing an exception for 
such additive.

(b) Any such petition shall include an 
assertion of facts, supported by data, 
showing that new information exists with 
respect to the food additive or that new 
uses have been developed or old uses 
abandoned, that new data are available 
as to toxicity of the chemical, or that 
experience with the existing regulation 
or exemption may justify its amendment 
or repeal. New data shall be furnished in 
the form specified in §§ 171.1 and 171.100 
for submitting petitions.
PART 172— FOOD ADDITIVES PERMITTED 

FOR DIRECT ADDITION TO FOOD FOR 
HUMAN CONSUMPTION

Subpart A—General ProvisionsSec.
172.5 General provisions for direct food 

additives.
Subpart B— Food Preservatives 

172.110 BHA.
172.115 BHT.
172.120 Calcium disodium EDTA.
172.130 Dehydroacetic acid.
172.135 Disodium EDTA.
172.140 Ethoxyquin.
172.145 Heptylparaben.
172.150 4-Hydroxymethyl-2,6-di-ferf-butyl-phenol. <
172.160 Potassium-nitrate.
172.170 Sodium nitrate.
172.175 Sodium nitrite.
172.177 Sodium nitrite used in processing 

smoked chub.
172.180 Stannous chloride.
172.185, TBHQ.
172.190 THBP.

Subpart C— Coatings, Films and Related 
v Substances

172.210
172.215
172.225
172.230
172.235
172.250
172.255
172.260
172.275
172.280

C o atin g s on fre sh  c itru s  f r u it . 
C o um aro ne-ind ene  re s in .
M e th y l e ste rs o f fa t ty  a c id s p ro ­

d uced  fro m  e d ib le  fa ts  and  o ils . 
M icro cap su les fo r fla v o rin g  o ils . 
M o rp h o lin e .
P e tro le u m  n a p h th a .
P o ly a c ry la m id e .
O xid ize d  p o lye th y le n e .
S y n th e tic  p a ra ffin  a n d -su c c in ic  de­

r iv a t iv e s .
Te rp en e  re s in .

Subpart D— Special Dietary and Nutritional 
Additives

172.310
172.315
172.320
172.325
172.330
172.335
172.345
172.350

§ 171.130 , Procedure for amending and 
repealing tolerances or exemptions 
from tolerances.

(a) The Commissioner, on his own ini­
tiative or on the petition of any inter-

172.365
172.370
172.375
172.385
172.395

172.410
172.430
172.480
172.490

Aluminum nicptinate. ' 
Nicotinamide-ascorbic acid complex Amino acids.
Bakers yeast protein.
C a lc iu m  p a n to th e n a te , ca lc iu m  

ch lo rid e  d o ub le s a lt . 
D -P an to th en a m id e .
Folic acid (folacin).
Fumaric acid and salts or fumaric acids.
Kelp.
Iron-choline citrate complex. 
Potassium iodide.
Whole fish protein concentrate. Xylitol.
Subpart E—Anticaking Agents 
Calcium silicate.
Iron ammonium citrate.
Silicon dioxide.
Yellow prussiate of soda.
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Subpart F- -Flavoring Agents and Related 

Substances
Natural flavoring substances and 

natural substances used in con­
junction with flavors.

Synthetic flavoring substances and 
adjuvants.

Cocoa with dioctyl Sodium sulfoc- 
einate for manufacturing.

Disodium guanylate.
Disodium inosinate.
Modified hop extract.
Quinine.
Safrole-free extract of sassafras.
Sugar beet extract flavor base.
Yeast-malt sprout extract.

Sec.
172.510

172.515
172.520
172.530 
172.535 
172.560 
172.575 
172.580 
172.585 
172.590

Subpart G— Gums, Chewing Gum Bases and 
Related Substances

172.610 Arabinogalactan. 
i72.615 Chewing gum base.
172.620 Carrageenan.
172.623 Carrageenan with polysorbate 80. 
i72.626 Salts of carrageenan. ;p 
172.655 Furcelleran.
172.660 Salts of furcelleran.
172.695 Xanthan gum.

Subpajt H— Other Specific Usage Additives 
172.710 Adjuvants for pesticide use dilu­

tions.
172.712 Dimethyl dialkyl ammonium chlo­

ride.
172.715 Calcium lignosulfonate.
172.720 Calcium lactobionate.
172.725 Gibberellic add and its potassium 

salt.
172.730 Potassium bromate.
172.735 Glycerol ester of wood rosin.
172.755 Stearyl monoglyceridyl citrate. 
172.765 Succistearin (stearoyl propylene 

glycol hydrogen succinate).
172.770 Ethylene oxide polymer.
172.775 Methacrylic acid-divinylbenzene oo- 

polymer.
Subpart I— Multipurpose Additives 

172.802 Acetone peroxides.
172.804 Aspartame.
172.806 Azodicarbonamide.
172.808 Copolymer condensates of ethylene 

oxide and propylene oxide.
172.810 Dioctyl sodium sulfosuccinate. 
172.812 Glydne.
172.814 Hydroxylated lecithin.
172.816 Methyl glucoside-coconut oil ester. 
172.818 Oxystearin.
172.820 Polyethylene gylcol (mean mole­

cular weight 200-9,500).
172.822 Sodium lauryl sulfate.
172.824 Sodium mono- and dimethyl naph­

thalene sulfonates.
172.826 Sodium stearyl fumarate.
172.828 Acetylated monoglycerides.
172.830 Succinylated monoglycerides.
172.832 Monoglyceride citrate.
172.834 Ethoxyiated mono- and diglycer­

ides.
172.836 Polysorbate 60.
172.838 Polysorbate 65.
172.840 Polysorbate 80.
172.842 Sorbitan monostearate.
172.844 Calcium stearoyl-2-lactylate.
172.846 Sodium stearoyl-2-lactylate.
172.848 Lactylic esters of fatty acids. 
172.850 Lactylated fatty acid esters of glyc­

erol and propylene glycol.
172.852 Glyceryl-lacto esters of fatty acids. 
172.854 Polyglycerol esters of fatty acids. 
172.856 Propylene glycol mono- and di­

esters of fats and fatty acids. 
172.858 Propylene glycol alginate.
172.860 Patty acids.
172.862 Oleic acid derived from tall oil 

fatty acids.

RULES AND REGULATIONS
Sec.
172.863 Salts of fatty acids.
172.864 Synthetic fatty alcohols.
172.866 Synthetic glycerin produced by the 

hydrogenolysis of carbohydrates. 
172.868 Ethyl cellulose.
172.870 Hydroxypropyl cellulose.
172.872 Methyl ethyl-cellulose.
172.874 Hydroxypropyl methylcellulose. 
172.876 Castor oil.
172.878 White mineral oil.
172.880 Petrolatum.
172.882 Synthetic isoparafflnic petroleum 

hydrocarbons.
172.884 Odorless light petroleum hydro­

carbons.
172.886 Petroleum wax.
172.888 Synthetic petroleum wax.
172.890 Rice bran wax.
172.892 Food starch-modified.
172.894 Modified cottonseed products in­

tended for human consumption. 
172.896 Dried yeasts.
172.898 Bakers yeast glycan.

A u t h o r i t y  : Secs. 409, 701, 52 Stat. 1055— 
1056 as amended, 72 Stat. 1785-1788 as 
amended (21 U.S.C. 348, 371), unless other­
wise noted.

Subpart A— General Provisions
§ 172.5 General provisions for direfct 

food additives.
(a) Regulations prescribing conditions 

under which food additive substances 
may be safely used predicate usage under 
conditions of good manufacturing prac­
tice. For the purposes of this part, good 
manufacturing practice shall be defined 
to include the following restrictions.

(1) The quantity of the substance 
added to food does not exceed the 
amount reasonably required to accom­
plish its intended physical, nutritive, or 
other technical effect in food.

(2) Any substance intended for use in 
or on food is of appropriate food grade 
and is prepared and handled as a food 
ingredient.

(b) The existence of a regulation pre­
scribing safe conditions of use for a food 
additive shall not be construed to relieve 
the use of the substance from compli­
ance with any other provision of the 
act.

(c) The existence of any regulation 
prescribing safe conditions of use for a 
nutrient substance does not constitute a 
finding that the substance is useful or 
required as a supplement to the diet of 
humans.

Subpart B— Food Preservatives
§ 172.110 BHA.

The food additive BHA (butylated 
hydroxyanisole) alone or in combination 
with - other antioxidants permitted in 
food for human consumption in this Sub­
part B may be safely used in or on spec­
ified foods, as follows:

(a) The BHA meets the following 
specification:
Assay (total BHA), 98.5 percent minimum. 
Melting point 48° C minimum.

(b) The BHA is used alone or in com­
bination with BHT, as an antioxidant in 
foods, as follows:

Limitations 
(total BHA 
and BHT) 
parts per

Food million
Dehydrated potato shreds.------------- .’ 50
Active dry yeast:__________________ _ 11,000 ",
Beverages and desserts prepared

from dry mixes_________—_______ 12 ;
Dry breakfast cereals.._______—■  50
Dry diced glazed fruit-------------------- 132
Dry mixes for beverages and

d esser ts_____. . . . __ ___________ ___ !90
Emulsion stabilizers for shorten­

ings _______________________1—_ 200
Potato flakes___ _—------------------ —.  50
Potato granules___________   — 10
Sweetpotato flakes________________ 50

1 BHA only.
(c) To assure safe usie of the additive: 

-(1) The label of any market package 
of the additive shall bear, in addition to 
the other information required by the 
act, the name of the additive.

(2) When the additive is marketed in 
a suitable carrier, in addition to meeting 
the requirement of paragraph (c) (1) of 
this section, the label shall declare 
the percentage of the additive in the 
mixture.

(3) The label or labeling of dry mixes 
for beverages and desserts shall bear ad­
equate directions for use to provide that 
beverages and desserts prepared from the 
dry mixes contain no more than 2 parts 
per million BHA.
§ 172.115 BHT.

The' food additive BHT (butylated hy- 
droxytoluene), alone or in combination 
with other antioxidants permitted in this 
Subpart B may be safely used in or on 
specified foods, as follows:

(a> The BHT meets the following 
specificationr Assay (total BHT) 99 per­
cent minimum.

(b) The BHT is used alone or in com­
bination with BHA, as an antioxidant 
in foods, as follows:

Limitations 
(total BHA

. . and BHT)
parts per

Food million
Dehydrated potato shreds------------------ jjO
Dry breakfast cereals------------------------
Emulsion stabilizers for shortenings..  -200
Potato fla k es..^ .-------- -----j--------------  „
Potato granules----- -— --------------------- . .
Sweetpotato flakes. =.— — ----- ----------

(c) To assure safe use of the additive.
(1) The label of any market package 

of the additive shall bear, in addition to 
the other information required by tne 
act, the name of the additive.

(2) When the additive is marketed in 
a suitable carrier, in addition to i^eeting 
the requirement of paragraph (c)WM 
this section, the label shall declare; tn 
percentage of the additive in the mixture.
§ 172T 20 Calcium disodium EDTA.

The food additive calcium disodium 
EDTA (calcium disodium ethylenea- 
«.minetetraacetate) may be safely 
in designated foods for the purposes
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in accordance with the conditions pre­
scribed, as follows:

(a) The additive contains a minimum
of 99 percent by weight of either the 
dihydrate CioHioOsNaCaNa* • 2H20  or the 
trihydrate CioHi20 8N2CaNa2 • 3H20, or
any mixture of the two.

(b) It is used or intended for use as 
follows:

(1) Alone, in the following foods at 
not to exceed the levels prescribed, cal­
culated as the anhydrous compound:

Food
Limita­tion 
(parts 

per mil­
lion)

Use

Cabbage, pickled___ 220 Promote color, flavor,

Canned carbonated 33
and texture reten- - tion.

Promote flavor reten-soft drinks. tion.
Canned white 110 Promote color reten-potatoes. tion.Clams (cooked 340 Promote color reten-canned). tion.Crabmeat (cooked 275 Retard struvite for-canned). mationr promote
Cueumbers pickled... 220 color retention. 

Promote color, flavor,

Distilled alcoholic 25
and texture reten­
tion.

Promote stability ofbeverages. color, flavor, and/
Dressings, nonstand- 75 or product clarity. 

Preservative.ardized.
Dried lima beans 310 Promote color reten-“(cooked canned). tion.Egg product that is . 1 200 Preservative.hard-cooked and

consists, in a cylin-
drical shape, of egg
white with an innercore of egg yolk.

Fermented malt 25 Antigushing agent.beverages.
French dressing... *75 Preservative.Mayonnaise__ 75 Do.Mushrooms (cooked 200 Promote eolor reten-canned). tion when such use

Oleomargarine. _ _ 75

is prescribed by an 
effective temporary 
permit issued under 
sec. 130.17 of this 
chapter.

Preservative.Pecan piè filling... 100 Promote color reten­
tion.

Preservative.Potato salad.." 100Processed dry pinto 800 Promote color reten-beans. tion.Salad dressing___ 75 Preservative.Sandwich spread. 100 Do.Sauces___ 75 Do.Shrimp (cooked 2.50 , Retard struvite for-canned). mation; promote
Spice extractives 60 color retention. 

Promote color andin soluble carriers. flavor retention.Spreads, artificially 100 Promote color reten-colored and lemon- tion.flavored or orange-flavored.

1 By weight of egg yolk portion.
(2) With disodium EDTA (disodium 

ethylenediaminetetraacetate) in the fol­
lowing foods at not to exceed, in com­
bination, the levels prescribed, calculated 
as anhydrous C10H12OsN2CaNa2:

Food
Limita­tion " 
(parts per

million)
Use

Dressings, nonstandardized.. 75 Preservative.French dressing__ ______ 75 Do.Mayonnaise__  A ___ 75 Do.Salad dressing.. _____  . . 75 Do.Sandwich spread_____  _ 100 Do.
Sauces______ - .___ ___ 75 Do.

(c) To asure safe use of the additive:
(IX The label and labeling' of the ad­

ditive container shall bear, in addition 
to the other information required by the 
act, the name of the additive.

(2) The label or labeling of the addi­
tive container shall bear adequate use 
directions to provide a final food product 
that complies with the limitations pro­
vided in paragraph (b) of this section.

(d) In the standardized foods listed 
in paragraph (b) of this section, the 
additives are used only in compliance 
with the applicable standards of identity 
for such foods.
§ 172.130 Dehydroacetic acid.

The food additive dehydroacetic acid 
and/or its sodium salt may be safely used 
in accordance with the following pre­
scribed conditions:

(a) The food additive meets the fol­
lowing specifications:

Dehydroacetic acid: Melting point, 
109° C -lll°  C; assay, minimum 98 per­
cent (dry basis).

Sodium salt of dehydroacetic acid: 
Assay, minimum. 98 percent (dry basis).

(b) It is used or intended for use as 
a preservative for cut or peeled squash, 
and is so used that no more than 65 parts 
per million expressed as dehydroacetic 
acid remains in or on the prepared 
squash.

(c) The label or labeling of any pack­
age of the additive intended for use in 
food shall bear adequate directions for 
use to insure compliance with this 
section.
§ 172.135 Disodium EDTA.

The food additive disodium EDTA 
(disodium ethylenediaminetetraacetate) 
may be safely used in designated foods 
for the purposes and in accordance with 
the following prescribed conditions:

(a) The additive contains a minimum 
of 99 percent disodium ethylenediamine­
tetraacetate dihydrate (CioHwOsNjNaa- 
2H20 ) .

(b) It is used or intended for use as 
follows:

(1) Alone, in the following foods at 
not to exceed the levels prescribed, cal­
culated as anhydrous calcium disodium 
EDTA:

Food
Limita­tion 
(parts 

per mil­
lion)

Use

Aqueous multivita- 150 With iron salts as amin preparations. stabilizer for vita­min firi in liquid 
multivitamin

Ganned black-éyed preparations.145 Promote color le-peas. ten tion.Canned cooked 165 Do.chickpeas.
Canned Iddney 165 Preservative.beans.
Canned strawberry 500 Promote color re-pie filling. tention.Cooked sausage........ 36 As a cure accelerator 

with sodium ascor­
bate or ascorbic 
acid.Dressings, nonstand- 75 Preservative.ardized.

French dressing___ 75 Do.Frozen white po- 100 Promote color re-tatoes including tention.cut potatoes.Genite fish balls or 50 Inhibit discoloration.patties in packing 
medium.

Mayonnaise______ 75 Preservative.Ready-to-eat cereal 1 315 Promote color re-Products containing tention.dried bananas.
Salad dressing_____ 75 Preservative.Sandwich spread 100 Do.Sauces__________ 75 Do.

1 Based on total weight 61 finished product including packing medium.
2 In dried banana component of cereal product.
(2) With calcium disodium EDTA 

(calcium disodium ethylenediaminetet­
raacetate; calcium disodium (ethylened- 
initrilo) tetraacetate), in the following 
foods a t not to exceed, in combination, 
the levels prescribed, calculated as an­
hydrous CioHnOsNsCaNa»:

Food
Limita­

tion
(partsper

million)
Use

Dressings, nonstandardized.French dressing___ ... DoMayonnaise__  __
Salad dressing_______ 75 Do.Sandwich spread__ _ 100 Do.Sauces_________ 75 Do.

(3) Alone, as a séquestrant in the non- 
nutritive sweeteners that are listed in 
§ 180.37 of this chapter and that, in addi­
tion, are designed for aqueous solution: 
Provided, That the amount of the addi­
tive, calculated as anhydrous calcium di­
sodium EDTA, does not exceed 0.1 per­
cent by weight of the dry nonnutritive 
sweetener. r\

(c) To assure the safe use of the 
additive:

(1) The label and labeling of the ad­
ditive container shall bear, in addition to 
the other information required by the 
act, the name of the additive.
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(2) The label or labeling of the addi­
tive container shall bear adequate use 
directions to provide a final food product 
that complies with the limitations pro­
vided in paragraph (b) of this section.

(d) In the standardized foods listed 
in paragraph (b) (1) and (2) of this sec­
tion the additives are used only in com­
pliance with the applicable standards of 
identity for such foods.
§ 172.140 Ethoxyquin.

(a) Ethoxyquin (l,2-dihydro-6-eth- 
oxy-2,2,4-trimethylquinoline) may be 
safely used as an antioxidant for pres­
ervation of color in the production of 
chili powder, paprika, and ground chili 
at levels not'in  excess of 100 parts per 
million.

(b) In order to provide for the safe 
use of the additive in feed prepared in 
accordance with §§ 573.380 and 573.400 
of this chapter, tolerances are established 
for residues of ethoxyquin in or on edible 
products of animals as follows:

5 parts per million in or on the un­
cooked fat of meat from animals except 
poultry.

3 parts per million in or on the un­
cooked liver and fat of poultry.

0.5 part per million in or on the un-. 
cooked muscle meat of animals.

0.5 part per million in poultry eggs.
Zero in milk.

§ 172.145 Heptylparaben.
(a) The food additive heptylparaben is 

the chemical n-heptyl p-hydroxybenzo- 
ate.

(b) It may be safely used to inhibit 
microbiological spoilage in accordance 
with the following prescribed conditions:

(1) In fermented m alt beverages in 
amounts not to exceed 12 parts per mil­
lion.

(2) In noncarbonated soft drinks and 
fruit-based beverages in amounts not to 
exceed 20 parts per million, when stand­
ards of identity established under section 
401 of the act (21 U.S.C. 341) do not 
preclude such use.
§ 172.150 4-Hydroxymethyl-2,6-di-tert- 

butylphenol.
The food additive 4-hydroxymethyl- 

2 ,6-di-feri-butylphenol may be safely 
used in food in accordance with the fol­
lowing prescribed conditions:

(a) The additive has a solidification 
point of 140° C-141° C.

(b) The additive is used as an anti­
oxidant alone or in combination with 
other permitted antioxidants.

(c) The total amount of all antioxi­
dants added to such food shall not ex­
ceed 0.02 percent of the oil or fat con­
tent of the food, including the essential 
(volatile) oil content of the food.
§ 172.160 Potassium nitrate.

The food additive potassium nitrate 
may be safely used as a curing agent in 
the processing of cod roe, in an amount 
not to exceed 200 parts per million of the 
finished roe.
§ 172.170 Sodium nitrate.

The food additive sodium nitrate may 
be safely used in or on specified foods in

RULES AND REGULATIONS

accordance with the following prescribed 
conditions :

(a) It is used or intended for use as 
follows:

(1) As a preservative and color fixa­
tive, with or without sodium nitrite, in 
smoked, cured sablefish, smoked, cured 
salmon, and smoked, cured shad, so that 
the level of sodium nitrate does not ex­
ceed 500 parts per million and the level 
of sodium nitrite does not exceed 200 
parts per million in the finished product.

(2) As a preservative and color fixa­
tive, with or without sodium nitrite, in 
meat-curing preparations for the home 
curing of meat and meat products (in­
cluding poultry and wild game), with 
directions for use which limit the amount 
of sodium nitrate to not more than 500 
parts per million in the finished meat 
product and the amount of sodium 
nitrite to not more than 200 parts per 
million in the finished meat product.

(b) To assure safe use of the additive, 
in addition to the other iijformation re­
quired by the act:

(1) The label of the additive or of a 
mixture containing the additive shall 
bear:

(1) The name of the additive.
(ii) A statement of the concentration 

of the additive in any mixture.
(2) If in a retail package intended for 

household use, thé label and labeling of 
the additive, or of a mixture containing 
the additive, shall bear adequate direc­
tions for use to provide a final food prod­
uct that complies with the limitations 
prescribed in paragraph (a) of this 
section.

(3) If in a retail package intended for 
household use, the label of the additive 
or of a mixture containing the additive, 
shall bear the statement “Keep out of 
the reach of children”.
§ 172.175 Sodium nitrite.

The food additive sodium nitrite may 
be safely used in or on specified foods in 
accordance with the following prescribed 
conditions:

(a) It is used or intended for use as 
follows:

(1) As a color fixative in smoked cured 
tunafish products so that the level of 
sodium nitrite does not exceed 10 parts 
per million (0.001 percent) in the finished 
product.

(2) As a preservative and color fixa­
tive, with or without sodium nitrate, in 
smoked, cured sablefish, smoked, cured 
salmon, and smoked, cured shad so that 
the level of sodium nitrite does not ex­
ceed 200 parts per million arid the level 
of sodium nitrate does not exceed 500 
parts per million in the finished product.

(3) As a preservative and color fixa­
tive, with sodium nitrate, in meat-curing 
preparations for the home curing of meat 
and meat products (including poultry 
and wild game), with directions for use 
which limit the amount of sodium ni­
trite to not more than 200 parts per 
million in the finished meat product, 
and the amount of sodium nitrate to not 
more than 500 parts per million in the 
finished meat product.

(b) To assure safe use of the additive,

in addition to the other information 
required by the act:

(1) The label of the additive or of a 
mixture containing the additive shall 
bear:

(1) The name of the additive.
(ii) A statement of the concentration 

of the additive in any mixture.
(2) If in a retail package intended for 

household use, the label and labeling of 
the additive, or of a mixture containing 
the additive, shall bear adequate direc­
tions for use to provide a final food prod­
uct which complies with the limitations 
prescribed in paragraph (a) of this ' 
section.

(3) If in a retail package intended for 
household use, the label of the additive, 
or of a mixture containing the additive, 
shall bear the statement “Keep out of 
the reach of children”.
§ 172.177 Sodium nitrite used in proc­

essing smoked chub.
The food additive sodium nitrite may 

be safely used in combination with salt 
(NaCl) to aid in inhibiting the outgrowth 
and toxin formation from Clostridium 
botulinum type E in the commercial 
processing of smoked chub in accordance 
with the following prescribed conditions :

(a) All fish in smoking establish­
ments shall be clean and wholesome and 
shall be expeditiously processed, packed, 
and stored under adequate sanitary con­
ditions in accordance with good manu­
facturing practice.

(b) The brining procedure is con­
trolled in such a manner that the water 
phase portion of the edible portion of 
the finished smoked product has a salt 
(NaCl) content of not less than 3.5 per­
cent, as measured in the loin muscle, and 
the sodium nitrite content of the edible 
portion of the finished smoked product is 
not less than 100 parts per million and 
not greater than 200 parts per million, as 
measured in the loin muscle.

(c) Smoked chub shall be heated by a 
controlled heat process which provides a 
monitoring system positioned in as many 
strategic locations in the smokehouse as 
necessary to assure a continuous tem­
perature throughout each fish of at least 
160 °F for a minimum of 30 minutes.

(d) The finished product shall be 
cooled to a temperature of 50 ° F or be­
low within 3 hours after smoking and 
further cooled to a temperature of 38 0 F 
or below within 12 hours after smoking. 
A temperature of 38 ° F or below shall be 
maintained during all subsequent stor- 
£Ége and distribution. All shipping con­
tainers, retail packages, and shipping 
records shall indicate with appropriate 
notice the perishable nature of the prod­
uct and specify that the product shall 
be held under refrigeration (38 ° F or 
below) until consumed.

(e) To assure safe use of the additive:
(1) The label and labeling of the addi­

tive container shall bear, in addition to 
the other information required by the 
act, the name of the additive.

(2) The label or labeling of the addi­
tive container shall bear adequate direc­
tions to assure use in compliance with 
the provisions of this section.
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§ 172.180 Stannous chloride.
The food additive stannous chloride 

may be safely used for color retention in 
asparagus packed in glass, with lids lined 
with an inert material, in an amount not 
to exceed 20 parts per million calculated 
as tin (Sn).
§ 172.185 TBHQ.

The food additive TBHQ, which is the 
chemical 2-(l,l-dimethylethyl) -1,4-ben- 
zenediol (Chemical Abstracts Service 
Registry Number 1948-33-0), also known 
as tertiary butylhydroquinone, may be 
safely used in food in accordance with 
the following prescribed conditions:

(a) The food additive has a melting 
point of 126.5° C-128.50 C.

(b) It is used as an antioxidant alone 
or in combination with BHA and/or 
BHT.

(c) The total antioxidant content of a 
food containing the additive will not ex­
ceed 0.02 percent of the oil or fat con­
tent of the food, including the essential 
(volatile) oil content of the food.
§ 172.190 THBP.

The food additive THBP (2,4,5-trihy- 
droxybutyrophenone) may be safely used

in food in accordance with the following 
prescribed conditions:

(a) The food additive has a melting 
point of 149* C—153* C.

(b) It is used as an antioxidant alone 
or in combination with other permitted 
antioxidants,

(c) The total antioxidant content of 
a food containing the additive will not 
exceed 0.02 percent of the oil or fa t con­
tent of the food, including the essential 
(volatile) oil content of the food.

Subpart C— Coatings, Films and Related 
Substances

§ 172.210 Coatings on fresh citrus fruit.
Coatings may be applied to fresh citrus 

fruit for protection of the fruit in ac­
cordance with the following conditions:

(a) The coating is applied in the mini­
mum amount required to accomplish the 
intended effect.

(b) The coating may be formulated 
from the following components, each 
used in the minimum quantity required 
to accomplish the intended effect:

(1) Substances generally recognized as 
safe for the purpose or previously sanc­
tioned for the purpose.

(2) One or more of the following:

§ 172.215 Ceumarone-indenc resin.
The food additive coumarone-indene 

resin may be safely used on grapefruit, 
lemons, limes, oranges, tángelos, and 
tangerines in accordance with the fol­
lowing prescribed conditions:

(a) The food additive is manufactured 
by the polymerization of a crude, heavy 
coal-tar solvent naphtha meeting the 
following specifications:

(1) It is a mixture of indene, indan 
(hydrindene), substituted benzenes, and 
related compounds.

(2) It contains no more than 0.25 per­
cent tar bases.

(3) 95 percent distills in the range 
167° C-184° C.

(b) The food additive meets the fol­
lowing specifications:

(1) Soft point, ring and ball: 126” C 
minimum as determined by the American 
Society for Testing Materials Method No. 
E-28-51T.

(2) Refractive index 1.63-1.64.

(c) It is used or intended for use as a 
protective coating for grapefruit, lemons, 
limes, oranges, tángelos, and tangerines 
whereby the maximum amount of the 
resin remaining on the fruit does not 
exceed 200 parts per million on a fresh- 
weight basis.

(d) To assure safe use of the additive:
(1) The label of the market package

or any intermediate premix of the addi­
tive shall bear, in addition to the other 
information required by the act:

(1) The name of the additive, couma­
rone-indene resin.

(ii) A statement of the concentration 
of the additive therein.

(2) The label or accompanying label­
ing shall bear adequate directions that, 
if followed, will result in a finished food 
not in conflict with the requirements of 
this section.
§ 172.225 Methyl esters of fatty acids 

produced from edible fats and oils.
Methyl esters of fatty acids produced 

from edible fats and oils may be safely 
used in food, subject to the following 
prescribed conditions:

(a) The additive consists of a mixture 
of methyl esters of fatty acids produced 
from edible fats and oils and meets the 
following specifications;

(1) Not less than 90 percent methyl 
esters of fatty acids.

(2) Not more than 1.5 percent un- 
saponifiable matter.

(b) The additive is used or intended 
for use at a level not to exceed 3 percent 
by weight in an aqueous emulsion in de­
hydrating grapes to produce raisins, 
whereby the residue of the additive on 
the raisins does not exceed 200 parts per 
million.
§ 172.230 Microcapsules for flavoring 

oils.
Microcapsules may be safely used for 

encapsulating discrete particles of fla-

Limitations
Complying with § 172.860. 
Complying with § 172.862.

Component
Patty acids_________ _____
Oleic acid derived from tall oil 

fatty acids.
Partially hydrogenated rosin—  Catalytically hydrogenated to a maximum refractive index

of 1.5012 at 100* C. Color of WG or paler.
Pentaerythritol ester of maleic Acid number of 134-145; drop-softening point Qf 127* C- 

anhydride-modified wood 137° C; saponification number of less than 280; and a 
rosin. color of M or paler.

Do --------------------------  Acid number of 176-186; drop-softening point of 110* C—
118° C; saponification number of less than 280; ând a 
color of M or paler.

Polyethylene glycol...----------  Complying with § 172.820. As a defoamer and dispersing
adjuvant.

Sodium lauryl sulfate--------Complying with § 172.822. As a film former.
Wood rosin--------------- -------  Color of K or paler.

(3) In lieu of the components listed in paragraph (b) (2) and (4) of this sec­
tion, the following copolymer and one or more of the listed adjuvants.

Components Limitations
Vinyl chloride-vinylidene chlo- As an aqueous dispersion containing a minimum of 75 

ride copolymer. percent water when applied.
Polyethylene glycol— ----- .— Complying with § 172.820. As a defoamer and dispersing

adjuvant. ...
Polyvinylpyrrolidone___ :___  Do.
Potassium persulfate.____ ;_ Do.
Propylene glycol alginate____  Do.
Sodium decylbenzenesulfonate. Do.

(4) In lieu of the components listed in paragraph (b) (2) and (3) of this sec­
tion, the following rosin derivative and either or both of the listed adjuvants:

Component
Calcium salt or partially di­

merized rosin.

Limitations
Having a maximum drop-softening point of 197 °C and a 

color of H or paler. It is prepared by reaction with not 
more than 7 parts hydrated lime per 100 parts of par­
tially dimerized rosin. The partially dimerized rosin is 
rosin that has been dimerized by sulfuric, acid catalyst 

__ to a drop-softening point of 95* C to 105* C and a color
of WG or paler.

Petroleum naphtha----- ------- As adjuvant. Complying with § 172.250.
Sperm oil.------------------------ As adjuvant.
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voring oils that are generally recognized 
as safe for their intended use or are 
regulated under this part, in accordance 
with the following conditions:

(a) The microcapsules may be for­
mulated from tiie following components, 
each used in the minimum quantity re­
quired to accomplish the intended effect:

(1) Substances generally recognized 
as safe for the purpose.

(2) One or more of the following:

(3) Ultraviolet absorbance limits, as 
follows:

M axim um  absorbance  
Wavelength (milli- p er  c en tim e ter

microns) o p tic a l p a th len g th
280-289---_____________ — 0. 15
290-299__________ -̂--------  .13
300-359-_________ _______  .08
360-400- — ---—— —----- ----  .02

Analytical Specification fob Petroleum 
Naphtha

C om pon en t 
Suçcinylated gela­

tin.

Arabinogalactan __ 
Silicon dioxide----

L im ita tio n s
Not to exceed 15 per­

cent by combined 
weight of the micro­
capsule and flavoring 
oil. Succinic acid 
content of the gela­
tin is 4.5 to 5.5 per­
cent.

Complying with § 172.- 
610; as adjuvant.

Complying with § 172.- 
480; as adjuvant.

(3) In lieu of the components listed 
in paragraph (a) (2) of this section, the 
following components:

C om pon en t L im ita tio n s
Glutaraldehyde — As cross-linking agent 

for insolubilizing a 
coacervate of gum 
arabic and gelatin. 

7i-Octyl alcohol.— As a defoamer.
(b) The microcapsules may be used 

for encapsulating authorized flavoring 
oils for use, in accordance with good 
manufacturing practice, in foods for 
which standards of identity established 
under section 401 of the act do not pre­
clude such use, except that microcap­
sules formulated from components listed 
in paragraph (a) (2) of this section may 
be used only for encapsulating lemon oil, 
distilled lime oil, orange oil, peppermint 
oil, and spearmint oil for use in dry 
mixes for puddings and gelatin desserts.
§ 172.235 Morpholine.

Morpholine may be safely used as a 
component of food, subject to the follow­
ing restrictions.

(a) It is used as the salt(s) of one 
or more of the fatty acids meeting the 
requirements of § 172.860, as a compo­
nent of protective coatings applied to 
fresh fruits and vegetables.

(b) It is used a t a level not in excess 
of that reasonably required to produce 
its intended effect.
§ 172.250 Petroleum naphtha.

Petroleum naphtha may be safely used 
in food in accordance with the follow­
ing conditions:

(a) The additive is a mixture of liquid 
hydrocarbons, essentially paraffinic and 
naphthenic in nature obtained from 
petroleum,

(b) The additive is refined to meet 
the following specifications when sub­
jected to the procedures described in this 
paragraph.

(1) Boiling-point range: 175* P-300*
P .

(2) Nonvolatile residue: 0.002 gram 
per 100 milliliters maximum.

GENERAL IN STR U C TIO N S

All glassware should be scrupulously 
cleaned to remove all organic matter such 
as oil, grease, detergent residues, etc. Ex­
amine all glassware, including stoppers and 
stopcocks, under ultraviolet light to detect 
any residual fluorescent contamination. As 
a precautionary measure, it is recommended 
practice to rinse all glassware with purified 
isooctane immediately before use. No grease 
is to be used on stopcocks or joints. Great 
care to avoid contamination of petroleum 
naphtha samples in handling and to assure 
absence of any extraneous material arising 
from inadequate packaging is essential. Be­
cause some of the polynuclear hydrocarbons 
sought in this test are very susceptible to 
photo-oxidation, the entire procedure is to 
be carried out under subdued light.

APPARATUS

Separa tory fu n n els . 250-milliliter, and 
2,000-milliliter capacity, equipped with tetra- 
fluoroethylene polymer stopcocks.

E rlenm eyer flask. 125-milliliter with 24/40 
standard taper neck.

E vapora tion  flask. 250-milliliter capacity 
all-glass flask equipped with 24/40 standard 
taper stopper having inlet and outlet tubes 
to permit passage of nitrogen across the sur­
face of the contained liquid to be evaporated.

C ondenser. 24/40 joints, fitted with dry­
ing tube, length optional.

S p ec tro p h o to m etric  cells. Fused quartz 
cells, optical path length in the range of 
5,000 centimeters ± 0.005 centimeter; also for 
checking spectrophotometer performance 
only, optical path length in the range 1,000 
centimeter ±0.005 centimeter. With dis­
tilled water in the cells, determine any ab­
sorbance difference.

S p ec tro p h o to m eter . Spectral range 250- 
400 m /i with spectral slit width of 2 mu or 
less; under instrument operating conditions 
for these absorbance measurements, the 
spectrophotometer shall also meet the fol­
lowing performance requirements :
Absorbance repeatability, ±0.01 at 0.4 ab­

sorbance.
Absorbance accuracy,1 ±0.05 at 0.4 absorb­

ance. *
Wavelength repeatability, ±0.2 millimicron. 
Wavelength accuracy, ±1.0 millimicron.

U ltra v io le t lam p. Long wavelength (3400- 
3800A0) .

REAGENTS

Isooctane  (2 ,2 ,4 -tr im e th y lp en ta n e) . Use 
180 milliliters in a 250-milliliter Erlenmeyer 
flask, add 1 milliliter of purified n-hexade- 
cane, insert the head assembly, allow nitro-

1 As determined by procedure using potas­
sium chromate for reference standard and 
described in National Bureau of Standards 
Circular 484, Spectrophotometry, U.S. De­
partment of Commerce, 1949. The accuracy 
is to be determined by comparison with the 
standard values at 290, 345, and 400 milli­
microns.

gen gas to ' flow into the inlet tube and 
connect the outlet tube to a solvent trap and 
vacuum line in such a way as to prevent any 
back flow of condensate into the flask. The 
contents of the flask are evaporated on a 
steam bath until 1 milliliter of residue re­
mains. Dissolvè the 1 milliliter of hexade- 
cane residue in isooctane and make Up to 
25 milliliters. Determine the absorbance in 
a  5-centimeter path length cell compared to 
isooctane as reference. The absorbance 
should not exceed 0.01 per centimeter path 
length between 280—400 m?t. If necessary, 
isooctàne may be purified by passage 
through a column of activated silica gel 
(Grade 12, Davidson Chemical Co., Baltimore, 
Md., or equivalent) or by distillation.

M eth yl alcohol, A.C.S. reagen t grade. Use 
10 milliliters and proceed as with isooctane. 
The absorbance per centimeter of path length 
should be 0.00 between 280-400 m/t. Methyl 
alcohol may be purified by simple distillation 
or by refluxing in the presence of potassium 
hydroxide (10 grams/2 liters) and zinc dust 
(25 grams/2 liters) for 3 hours followed by 
distillation.

n-H exadecane, 99 p ercen t olefin-free. Di­
lute 1.0 milliliter of n-hexadecane to 25 mil­
liliters with isooctahè and determine the 
absorbance in a 5-centimeter cell compared 
to isooctane as reference between 280-400 m¡i. 
The absorbance per centimeter path length 
shall not exceed 0.00 in this range. Purify, 
if necessary, by percolation through activated 
silica gel or by distillation.

S od iu m  boroh ydride . 98 percent.
W ater. All distilled water must be ex­

tracted with isooctane before use. A series 
of three successive extracts of 1.5 liters of 
distilled water with 100-milliliter portions of 
isooctanè is satisfactory.

PROCEDURE

D eterm in a tio n  o f u ltra v io le t absorbance. 
Add a 25-milliliter aliquot of the hydrocar­
bon solvent together with 1 milliliter of hex- 
adecane to the 125-milliliter Erlenmeyer 
flask. While flushing with nitrogen, evap­
orate to 1 milliliter on a steam bath. Nitro­
gen is admitted through a 8 ± 1 -milliliter 
outer-diameter tube, drawn out into a 
2±1-centimeter long and 1 ± 0.5-millimeter 
inner-diameter capillary tip. This is po­
sitioned so that the capillary tip extends 4 
centimeters into the flask. The nitrogen flow 
rate is such that the surface of the liquid 
is barely disturbed. After the volume is 
reduced to that of the 1 milliliter of hex- 
adecane, the flask is left on the steam bath 
for 10 more minutes before removing. Add 
10 milliliters of purified isooctane to the 
flask and reevaporate the solution to a 1- 
milliliter volume in the same manner as de­
scribed above, except do not heat for ah 
added 10 minutes. Repeat this operation 
twice more. Let the flask cool.

Add 10 milliliters of methyl alcohol and 
about 0.3 gram of sodium borohydride. 
(Minimize exposure of the borohydride to 
the atmosphere; a measuring dipper may be 
used.) Immediately fit a water-cooled con­
denser equipped with a 24/40 joint and with 
a drying tube into the flask, mix until the 
sodium borohydride is dissolved, and allow 
to stand for 30 minutes at room tempra- 
ture, with intermittent swirling. At the end 
of this time, disconnéct the flask and evapo­
rate the methyl alcohol on the steam bath 
under nitrogen until sodium borohydride 
begins to drop out of solution. Remove the 
flask and let it cool.

Add 6 milliliters of isooctane to the flask 
and swirl to wash the crystalline sliirry. 
Carefully transfer the isooctane extract to a 
250-milliliter separatory funnel. Dissolve

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



RULES AND REGULATIONS 14497
the crystals in the flask with about 25 milli­
liters of distilled water and pour this also 
into the separatory funnel. Adjust the 
water volume in the separatory funnel to 
about 100 milliliters and shake for 1 minute. 
After separation of the layers, draw off the 
aqueous layer into a' second 250-milliliter 
separatory funnel. Transfer the hydro­
carbon layer in the first funnel to a 25-milli­
liter volumetric flask.

Carefully wash the Erlenmeyer flask with 
an additional 6 milliliters of isooctane, swirl, 
and transfer to the second separatory funnel. 
Shake the funnel for 1 minute. After sepa­
ration of the layers, draw off the aqueous 
layer into the first separatory funnel. Trans­
fer the lsooctane in the second funnel to the 
volumetric flask. Again wash the Erlen- 
meyer flask with an additional 6 milliliters 
of isooctane, swirl, and transfer to the first 
separatory funnel. Shake the funnel for 
1 minute. After separation of the layers, 
draw off the aqueous layer and discard. 
Transfer the isooctane layer to the volumet­
ric flask and adjust the volume to 25 milli­
liters of lsooctane. Mix the contents well, 
then transfer to the first separatory funnel 
and wash twice with 50-milliliter portions of 
distilled water. Discard the aqueous layers 
after each wash.

Determine the ultraviolet absorbance of 
the lsooctane extract in 5-centimeter path 
length cells compared to lsooctane as refer­
ence between 280-400 mj*. Determine a re­
agent blank concurrently with the sam­
ple, using 25 milliliters of purified lsooctane 
instead of a solvent sample and measuring 
the ultraviolet absorbance of the blank be­
tween 280-400m/i.

The reagent blank absorbance should not 
exceed 0.04 per centimeter path length be­
tween 280-289 mp; 0.020 between 290-359 
my*; and 0.010 between 360-400 m/*.

D eterm in a tion  o f  b o ilin g -p o in t range. Use 
A3TM  Method D-86.

D eterm in a tion  o f  n o n vo la tile  residue. For 
hydrocarbons boiling below 250° F deter­
mine the nonvolatile residue by A STM Meth­
od D-1353; for those boiling above 250° F, 
use ASTM Method D-381.

(c) Petroleum naphtha containing 
antioxidants shall meet the specified 
ultraviolet absorbance limits after cor­
rection for any absorbance due to the 
antioxidants. Petroleum naphtha may 
contain antioxidants authorized for use 
in food in an amount not to exceed that 
reasonably required to accomplish the 
intended effect or to exceed any pre­
scribed limitations.

(d) Petroleum naphtha is used or in­
tended for use as a solvent in protective 
coatings on fresh citrus fruit in compli­
ance with § 172.210.
§ 172.255 Polyacrylamide.

Polyacrylamide containing not more 
than 0.2 percent of acrylamide monomer 
may be safely used as a film former in 
the imprinting of soft-shell gelatin cap­
sules when the amount used is not in 
excess of the minimum required to pro­
duce the intended effect.
§ 172.260 Oxidized polyethylene.

Oxidized polyethylene may be safely 
used as a component of food, subject to 
the following restrictions:

(a) Oxidized polyethylene is the basic 
resin produced by the mild air oxidation 
<>f polyethylene. The polyethylene used 
m the oxidation process conforms to the 
density, maximum n-hexane extractable 
fraction, and maximum xylene soluble

fraction specifications prescribed in item
2.3 of the table in § 177.1520(c) of this 
chapter. The oxidized polyethylene has a 
minimum number average molecular 
weight of 1,200, as determined by high 
temperature vapor pressure osmometry; 
contains a maximum of 5 percent by 
weight of total oxygen; and has an acid 
value of 9 to 19 .

(b) The additive is used or intended 
for use as a protective coating or compo­
nent of protective coatings for fresh 
avocados, bananas, beets, coconuts, egg­
plant, garlic, grapefruit, lemons, limes, 
mango, ihuskmelons, onions, oranges, 
papaya, peas (in pods), pineapple, plan­
tain, pumpkin, rutabaga, squash (acorn), 
sweetpotatoes, tangerines, turnips, wa­
termelon, Brazil nuts, chestnuts, filberts, 
hazelnuts, pecans, and walnuts (all nuts 
in shells).

(c) The additive is used in accordance 
with good manufacturing practice and 
in an amount not to exceed that re­
quired to produce the intended effect.
§ 172.275 Synthetic paraffih and suc­

cinic derivatives.
Synthetic paraffin and succinic deriva­

tives identified in this section may be 
safely used as a component of food, sub­
ject to the following restrictions:

(a) The additive is prepared with 50 
percent Fischer-Tropsch process syn­
thetic paraffin, meeting the definition 
and specifications of § 172.615, and 50 
percent of such synthetic paraffin to 
which is bonded succinic anhydride and 
succinic acid derivatives of isopropyl al­
cohol, polyethylene glycol, and polypro­
pylene glycol. I t  consists of a mixture 
of the Fischer-Tropsch process paraffin 
(alkane), alkyl succinic anhydride, alkyl 
succinic anhydride isopropyl half ester, 
dlalkyl succinic anhydride polyethylene 
glycol half ester, and dialkyl succinic 
anhydride polypropylene glycol half 
ester, where the alkane - (alkyl) has a 
chain length of 30-70 carbon atoms and 
the polyethylene and polypropylene gly­
cols have molecular weights of 600 and 
260, respectively.

(b) The additive meets the following 
specifications: Molecular weight, 880- 
930; melting point, 215“-217° F; acid 
number, 43-47; and saponification num­
ber, 75-78.

(c) I t  is used or intended for use as a 
protective coating or component of pro­
tective coatings for fresh grapefruit, 
lemons, limes, muskmelons, oranges, 
sweetpotatoes, and tangerines.

(d) It is used in an amount not to 
exceed that required to produce the in­
tended effect.
§ 172.280 Terpene resin.

The food additive terpene resin may be 
safely used in accordance with the fol­
lowing prescribed conditions:

(a) The food additive is the beta- 
pinene polymer obtained by polymerizing 
terpene hydrocarbons derived from wood. 
It has a softening point of 112“ O —118° 
C, as determined by ASTM method 
E-28-51T.

(b) I t  is used or intended for use as 
follows:

(1) As a moisture barrier on soft gela­

tin capsules in an amount not to exceed
0. 07 percent of the weight of the capsule.

(2) As a moisture barrier on powders 
of ascorbic acid or its salts in an amount 
not to exceed 7 percent of the weight 
of the powder.
Subpart D— Special Dietary and Nutritional 

Additives
§ 172.310 Aluminum nicotinate.

Aluminum nicotinate may be safely 
Used as a source of niacin in foods for 
special dietary use. A statement of the 
concentration of the additive, expressed 
as niacin, shall appear on the label of 
the food additive container or on that of 
any intermediate premix prepared there­
from.
§ 172.315 Nicotinamide-ascorbic acid 

complex.
Nicotinamide-ascorbic acid complex 

may be safely used in accordance with 
the following prescribed conditions:

(a) The additive is the product of the 
controlled reaction between ascorbic acid 
and.nicotinamide, melting in the range 
141°C to 145°C.

(b) I t  is used as a source of ascorbic 
acid and nicotinamide in multivitamin 
preparations.
§ 172.320 Amino acids.

The food additive amino acids may be 
safely used as nutrients added to foods 
in accordance with the following 
conditions:

(a) The food additive consists of one 
or more of the following individual 
amino acids in the free, hydrated or 
anhydrous form or as the hydrochloride, 
sodium or potassium salts:
L-Alanine ■ -
L-Arginine
L-Asparagine
L-Aspartic acid
L-Cysteine
L-Cystine
L-Glutamic acid
L-Glutamine
Glycine
L-Histidine
L-Isoleucine
1, -Leucine 
L-Lysine
DL-Methionine (not for infant foods)
L-Methionine
L-Phenylalanine
L-Proline
L-Serine
L-Threonine
L-Tryptophan
L-Tyrosine
L-Valine

(b) The food additive meets the fol­
lowing specifications:

(1) As found in “Food Chemicals 
Codex,” National Academy of Sciences- 
National Research Council (NAS-NRC), 
2nd Edition (1972)“ for the following: 
L-Alanine 
L-Arginine
L-Arginine Monohydrochloride
L-Cysteine Monohydrochloride
L-Cystine
Glycine
L-Leucine
DL-Methionine
L-Methionine
L-Tryptophan .

“ Copies may be obtained.from: The Na­
tional Academy of Sciences, 2101 Constitu­
tion Ave. NW., Washington, D.C. 20037.
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L-Phenylalanine 
L-Proline 
L-Serine 
L-Threonine
Glutamic Acid Hydrochloride 
L-Isoleucine
L-Lysine Monohydrochloride 
Monopotassium L-glutamate 
L-Tyrosine 
L-Valine

(2) As found in “Specifications and 
Criteria for Biochemical Compounds,” 
NAS-NRC Publication, 3rd Edition 
(1972)n for the following:
L-Asparagine 
L-Aspartic acid 
L-Glutamine 
L-Histidine

__(c) The additive(s) is used or intended
Tor use to significantly improve the bi­
ological quality of the total protein in 
a food containing naturally occurring 
primarily-intact protein that is consid­
ered a significant dietary protein source, 
provided that:

(1) A reasonable daily adult intake of 
the finished food furnishes at least S.5 
grams of naturally occurring primarily 
intact protein (based upon 10 percent of 
the daily allowance for. the “reference” 
adult male recommended by the National 
Academy of Sciences in “Recommended 
Dietary Allowances,” NAS Publication 
No. 1694, 7th Edition (1968) ).a

(2) The additive(s) results in a pro­
tein efficiency ratio (PER) of protein in 
the finished ready-to-eat food equiva­
lent to casein as determined by the 
method specified in paragraph (d) of 
this section.

(3) Each amino acid (or combination 
of the minimum number necessary to 
achieve a statistically significant in­
crease) added results in a statistically 
significant increase in the PER as deter­
mined by the method described in para­
graph (d) of this section. The minimum 
amount of the amino acid(s) to achieve 
the desired effect must be used and the 
increase in PER over the primarily-in­
tact naturally occurring protein in the 
food must be substantiated as a statis­
tically significant difference with a t least 
a probability (P) value of less than 0.05.

(4) The amount of the additive added 
for nutritive purposes plus the amount 
naturally present in free and combined 
(as protein) form does not exceed the 
following levels of amino acids expressed 
as percent by weight of the total protein 
of the finished food:

P ercen t b y  
w e ig h t o f  

to ta l  p ro te in  
(expressed  as 
free  am in o  

acid)
L-Alanine---- ------------------ ---------  6.1
L-Arginine -----------------------~----- -_ 6. 6
L-Aspartic acid (including L-aspara­

gine) -----------------------------------  7.0
L-Cystine (including L-cysteine)-----  2. 3
L-Glutamic acid (including L-gluta-

mine) _______________________ 12. 4
Glycine ----------------------------------- 3.5
L-Histidine_______________ ______  2. 4
L-Isoleuclne_____ ____—.------------ 6. 6
L-Leucine____________ /—----- ----  8.8
L-Lysine ___________ ____________ 6.4
L- and DL - Methionine____________ 3.1

n Copies may be obtained from: The Na­
tional Academy of Sciences, 2101 Constitu­
tion Ave. NW, Washington, D.C. 20037.

L-Phenylalanine
L-Proline___ -.
L-Serine__,__
L-Threonine __. 
L-Tryptophan _.
L-Tyrosine___.
L-Valine ____

P ercen t by  
w e ig h t of 

to ta l  p ro te in  
(expressed  as 

free am ino  
acids)

_______ 5.8
_____ ___ 4.2____ 8 . 4
____ .___ 5.0
___________i.6
___ ___ 4.3
_________  7 .4

(d) Compliance with the limitations 
concerning PER under paragraph (c) 
of this section shall be determined by 
the method described in sections 39.166- 
39.170, “Official Methods of Analysis of 
the Association of Official Analytical 
Chemists,” 11th Edition (1970).2 Each' 
manufacturer or person employing the 
additive(s) under the provisions of this 
section shall keep and maintain through­
out the period of his use of the addi- 
tive(s) and for a minimum of 3 years 
thereafter, records of the tests required 
by this paragraph and other records re­
quired to assure effectiveness and com­
pliance with this regulation and shall 
make such records available upon re-, 
quest at all reasonable hours by any 
officer or employee of the Food and Drug 
Administration, or any other officer or 
employee acting on behalf of the Secre­
tary of Health, Education, and Welfare 
and shall permit such officer or employee 
to conduct such inventories of raw and 
finished materials on hand as he deems 
necessary and otherwise to check the 
correctness of such records.

(e) To assure safe use of the additive,. 
the label and labeling of the additive 
and any premix thereof shall bear, in 
addition to the other information re­
quired by the act, the following :

(1) The name of the amino acid(s) 
contained therein including the specific 
optical and chemical form.

(2) The amounts of each amino acid 
contained in any mixture.

(3) Adequate directions for use to 
provide a finished food meeting the limi­
tations. prescribed by paragraph (c) of 
this section.

(f) The food additive amino acids 
added as nutrients to special dietary 
foods that are intended for use solely 
under medical supervision to meet nu­
tritional requirements in specific medical 
conditions and comply with the require­
ments of Part 105 of this chapter are 
exempt from the limitations in para­
graphs (c) and (d) of this section and 
may be used in such foods at levels not 
to exceed good manufacturing practices.
§ 172.325 Bakers yeast protein.

Bakers yeast protein may be safely 
used in food in accordance with the fol­
lowing conditions:

(a) Bakers yeast protein is the in­
soluble proteinaceous material remain­
ing after the mechanical rupture of yeast 
cells of Saccharomyces cerevisiae and 
removal of whole cell walls by centrifu­
gation and separation of soluble cellular 
materials.

»Copies may be obtained from: Associa­
tion of Official Analytical Chemists, P.O. Box 
540, Benjamin Franklin Station, Washington, 
D.C.20044.

(b) The additive meets the following 
specifications on a dry weight basis:

(1) Zinc salts less than 500 parts per 
million (ppm) as zinc.

(2) Nucleic acid less than 2 percent.
(3) Less than 0.3 ppm arsenic, 0.1 ppm 

cadmium, 0.4 ppm lead, 0.05 ppm mer­
cury, and 0.3 ppm selenium.

(c) The viable microbial content of 
the finished ingredient is:

(1) Less than 10,000 organisms/gram 
by aerobic plate count.

(2) Less than 10 yeasts and molds/ 
gram.

(3) Negative for Salmonella, E. coli, 
coagulase positive Staphylococci, Clos­
tridium perfringens, Clostridium botu- 
linum, or any other recognized micro­
bial pathogen or any harmful microbial 
toxin.

(d) The ingredient is used in food 
as a nutrient supplement as defined in 
§ 170.3(0) (20) of this chapter.
§ 172.330 Calcium pantothenate, cal­

cium chloride double salt.
The food additive calcium chloride 

double salt of calcium pantothenate may 
be safely used in foods for special dietary 
uses in accordance with good manufac­
turing practice and under the following 
prescribed conditions:

(a) The food additive is of the d (dex­
trorotatory) or the dl (racemic) form.

(b) To assure safe use of the additive, 
the label and labeling of the food addi­
tive container, or that of any interme­
diate premixes prepared therefrom, shall 
bear, in addition to the other informa­
tion required by the act, the following:

(1) The name of the additive “cal­
cium chloride double salt of d-calcium 
pantothenate” or “calcium chloride dou­
ble salt of di-calcium pantothenate”, 
whichever is appropriate.

(2) A statement of the appropriate 
concentration of the additive, expressed 
as pantothenic acid.
§ 172.335 D-Pantothenamide.

The food additive D - p a n t o t h e n a m i d e  

as a source of pantothenic acid activity, 
may be safely used in foods for s p e c i a l  
dietary use in an amount not in excess 
of that reasonably required to produce 
its intended effect.
§ 172.345 Folic acid (fo laein ).

Folic acid (folaein) may be safely 
added to a food for its vitamin property, 
provided the maximum intake of the food 
as may be consumed during a period of 
1 day, or as directed for use in the case 
of a dietary supplement, will not result 
in daily ingestion of the additive in ex­
cess of 0.4 milligram for foods labeled 
without reference to age or physiological 
state; and when age or the conditions 
of pregnancy or lactation are specified, 
in excess of 0.1 milligram for infants, 
0.3 milligram for children under 4 years 
of age, 0.4 milligram for adults and chil­
dren 4 or more years of age, and 0.8 
milligram for pregnant or lactating 
women.
§ 172.350 Fumaric acid and salts or

f u m o v i o  o o i n

Fumaric acid and its calcium, ferrous, 
magnesium, potassium, and sodium salts 
may be safely used in food in accordance
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with the following prescribed condi­
tions:

(a) The additives meet the following 
specifications:

(1) Fumaric acid contains a minimum 
of 99.5 percent by weight of fumaric acid, 
calculated on the anhydrous basis.

(2) The calcium, magnesium, potas­
sium, and sodium salts contain a mini­
mum of 99 percent by weight of the 
respective salt, calculated on the anhy­
drous basis. Ferrous fumarate contains 
a minimum of 31.3 percent total iron and 
not more than 2 percent ferric iron.

(b) With the exception of ferrous fu­
marate, fumaric acid and the named 
salts are used singly or in combination 
in food at a level not in excess of the 
amount reasonably required to accom­
plish the intended effect.

(c) Ferrous fumarate is used as a 
source of iron in foods for special dietary 
use, when the use is consistent with good 
nutrition practice.
§ 172.365 Kelp.

Kelp may be safely added to a food as 
a source of the essential mineral iodine, 
provided the maximum intake of the food 
as may be consumed during a period of 
one day, or as directed for use in the case 
of a dietary supplement, will not result 
in daily ingestion of the additive so as to 
provide a total amount of iodine in excess 
of 225 micrograms for foods labeled with­
out reference to age or physiological 
state; and when age or the conditions of 
pregnancy or lactation are specified, in 
excess of 45 micrograms for infants, 105 
micrograms for children under 4 years of 
age, 225 micrograms for adults and chil­
dren 4 or more years of age, and 300 
micrograms for pregnant or lactating 
women. The food additive kelp is the 
dehydrated, ground product prepared 
from Macroeystis pyrifera, Laminaria 
digitata, Laminaria saccharina, and 
Laminaria cloustoni.
§ 172.370 Iron-choline citrate complex.

Iron-choline citrate complex made by 
reacting approximately equimolecular 
quantities of ferric hydroxide, choline, 
and citric acid may be safely used as a 
source of iron in foods for special dietary 
use.
§ 172.375 Potassium iodide.

The food additive potassium iodide 
may be safely used in accordance with 
the following prescribed conditions:

(a) Potassium iodide may be safely 
added to a food as a source of the essen­
tial mineral iodine, provided the maxi­
mum intake of the food as may be con­
sumed during a period of one day, or as 
directed for use in the case of a dietary 
supplement, will not result in daily in­
gestion of the additive so as to provide a 
total amount of iodine in excess of 225 
micrograms for foods labeled without ref­
erence to age or physiological state; and 
when age or the conditions of pregnancy 
or lactation are specified, in excess of 45 
micrograms for infants, 105 micrograms 
for children under 4 years of age, 225

micrograms for adults and children 4 or 
more years of age, and 300 micrograms 
for pregnant or lactating women.

(b) To assure safe use of the additive, 
in addition to the other information re­
quired by the act, the label of the addi­
tive shall bear:

(1) The name of the additive.
(2) A statement of the concentration 

of the additive in any mixture.
§ 172.385 W hole , fish protein concen­

trate.
The food additive whole fish protein 

concentrate may be safely used as a food 
supplement in accordance with the fol­
lowing prescribed conditions:

(a) The additive is derived from whole, 
wholesome hake and hakelike fish, her­
ring of the genera Clupea, menhaden, 
and anchovy of the species Engraulis 
mordax, handled expeditiously and under 
sanitary conditions in accordance with 
good manufacturing practices recog­
nized as proper for fish that are used in 
other forms for human food.

(b) The additive consists essentially 
of a dried fish protein processed from 
the whole fish without removal of heads, 
fins, tails, viscera, or intestinal contents. 
I t  is prepared by solvent extraction of 
fat and moisture with isopropyl alcohol 
or with ethylene dichloride followed by 
isopropyl alcohol, except that the addi­
tive derived from herring, menhaden 
and anchovy is prepared by solvent ex­
traction with isopropyl alcohol alone. 
Solvent residues are reduced by conven­
tional heat drying and/or microwave 
radiation and there is a partial removal 
of bone.

(c) The food additive meets the fol­
lowing specifications:

<1) Protein content (N x 6.25) shall 
not be less than 75 percent by weight of 
the final product, as determined by the 
method described in Official Methods of 
Analysis of the Association of .Official 
Agricultural Chemists, section 2.044, 
10th Edition (1965). Protein quality 
shall not be less than 100, as determined 
by the method described in sections 
-39.133-39.137 of such 10th Edition.

(2) Moisture content shall not exceed 
10 percent by weight of the final product, 
as determined by 4;he method described 
in section 23.003 of said 10th Edition.

(3) Fat content shall not exceed 0.5 
percent by weight of the final product* 
as determined by the method described 
in section 23.005 of said 10th Edition.

(4) The additive may contain resi­
dues of isopropyl alcohol and ethylene 
dichloride not in excess of 250 parts per 
million and 5 parts per million, respec­
tively, when used as solvents in the ex­
traction process.

(5) Microwave radiation meeting the 
requirements of § 179.30 of this chapter 
may be used to reduce residues of the 
solvents used in the extraction process.

X6) The additive shall contain not in 
excess of 100 parts per million fluorides - 
(expressed as F ) .

(7) The additive shall be free of 
Escherichia coli and pathogenic orga­

nisms, including Salmonella, and shall 
have a total bacterial plate count of not 
more than 10,000 per gram.

(8) The additive shall have no more 
than a faint characteristic fish odor and 
taste, - r

(d) When the additive is used or in­
tended for use in the household as a 
protein supplement in food for regular 
consumption by children up to 8 years 
of age, the amount of the additive from 
this source shall not exceed 20 grams per 
day (about one heaping tablespoon).

(e) When the additive is used as a 
protein supplement in manufactured 
food, the total fluoride content (ex­
pressed as F) of the finished food shall 
not exceed 8 ppm based on the dry weight 
of the food product.

(f) To assure safe use of the additive, 
in addition to the other information re­
quired by the act:

(1) The label of consumer-sized or 
bulk containers of the additive shall bear 
the name “whole fish protein concen­
trate”.

(2) The label or labeling of containers 
of the additive shall bear adequate di­
rections for use to comply with the 
limitations prescribed by paragraphs (d)' 
and (e) of this section.

(3) Labels of manufactured foods con­
taining the additive shall bear, in the 
ingredient statement, the name of the 
additive, “whole fish protein concen­
trate” in the proper order of decreasing 
predominance in the finished food.
§ 172.395 Xylitol.

Xylitol may be safely used in foods for 
special dietary uses, provided the amount 
used is not greater than that required 
to produce its intended effect.

Subpart E— Anticaking Agents 
§ 172.410 Calcium silicate.

Calcium silicate, including synthetic 
calcium silicate, may be safely used in 
food in accordance with the following 
prescribed conditions:

(a) I t  is used as an anticaking agent 
in food in an amount not in excess of 
that reasonably required to produce its 
intended effect.

(b) I t  will not exceed 2 percent by 
weight of the food, except that it* may 
be present up to 5 percent by weight of 
baking power.
§ 172.430 Iron ammonium citrate.

Iron ammonium citrate may be safely 
used in food in accordance with the fol­
lowing prescribed conditions:

(a) The additive is the chemical green 
ferric ammonium citrate.

(b) The additive is used, or intended 
for use as an anticaking agent in salt for 
human consumption so that the level of 
iron ammonium citrate does not exceed 
25 parts per million (0.0025 percent') in 
the finished salt:

(c) To assure safe use of the additive 
the label or labeling of the additive shall 
bear, in addition to the other informa­
tion required by the act:

(!) The name of the additive.
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(2) Adequate directions to provide a 
final product that complies with the lim­
itations prescribed in paragraph (b) of 
this section.
§ 172.480 Silicon dioxide.

The food additive silicon dioxide may 
be safely used in food in accordance with 
the following conditions:

(a) The food additive is manufactured 
by vapor phase hydrolysis or by other 
means whereby the particle size is such 
as to accomplish the intended effect.

(b) It is used as an anticaking agent, 
subject to the following conditions:

(1) It is used in only those foods in 
which the additive has been demon­
strated to have an anticaking effect.

(2) It is used in an amount not in ex­
cess of that reasonably required to pro­
duce its intended effect.

(3) [Reserved]
(4) It is used in an amount not to ex­

ceed 2 percent by weight of the food.
(c) It is used or intended for use as 

a stabilizer in the production of beer, 
and is removed from the beer by filtra­
tion prior to final processing.

(d) It is used or intended for use as 
an adsorbent for dZ-a-tocopheryl acetate 
and pantothenyl alcohol in tableted 
foods for special dietary use, in an 
amount not greater than that required 
to accomplish the intended physical or 
technical effect.
§ 172.490 Yellow prussiale of soda.

(a) The food additive yellow prussiate 
of soda (sodium ferrocyanide decahy- 
drate; NajFE (CN6.10H2O) contains a 
minimum of 99 percent by weight of 
sodium ferrocyanide decahydrate.

(b) The additive is used or intended 
for use as an anticaking agent in salt and 
as an adjuvant in the production of 
dendritic crystals of salt in an amount 
needed to produce its intended effect but 
not in excess of 13 parts per million cal­
culated as anhydrous sodium ferrocy­
anide.
Subpart F— Flavoring Agents and Related 

Substances
§ 172.510 Natural flavoring substances 

and natural substances used in con­
junction with flavors.

Natural flavoring substances and nat­
ural adjuvants may be safely used in food 
in accordance with the following con­
ditions.

(a) They are used in the minimum 
quantity required to produce their in­
tended physical or technical effect, and 
in accordance with all the principles of 
good manufacturing practice.

(b) In the appropriate forms (plant 
parts, fluid and solid extracts, concretes, 
absolutes, oils, gums,' balsams, resins, 
oleoresins, waxes, and distillates) they 
consist of one or more of the following, 
used alone or in combination with fla­
voring substances and adjuvants gen­
erally recognized as safe in food, pre­
viously sanctioned for such use, or regu­
lated in any section of this part.

Common name Scientific name Limitations

Aloe_____ ________________ A lo e  p e r r y i  Baker, A .  b a rb a d e n s is  Mill., A ;
fe ro x  Mill., and hybrids of this sp. with A .  
a fric a n a  Mill, and A .  s p ic a ta  Baker.

Althea root and flowers____. . .  A U h e a  o ffic in a lis  L.
Amyris (West Indian sandal- A m y r is  b a lsa m ife ra  L.
- wood).
Angola weed............................ R occeU a f u e ifo r m is  Ach,.................................
Arnica flowers_____________ A r n ic a  m o n ta n a  L., A .  f u lg e n s  Pursh, A .

so ro ria  Greene, or A .  cord ifo lia  Hooker.
Artemisia (wormwood)______ A r te m is ia  spp____.'.i..'___..................... ............
Artichoke leaves............ ........... C y n a r a  s c o ly m u s  L...... ........... ............ ...............
Beeswax, white (Cire d ’abe- A p i s  m e ll ife ra  L. 

ille).
Benzoin resin_______ . . . . ___S ty r a x  b e n zo in  Dryander, S .  p a r a lle lo n e u r u s

Perkins, S .  to n k in e n s is  (Pierre) Craib ex 
Hartwich, or other spp. of the Section A n th o -  
s ty r a x  of the genus S ty r a x .

Blackberry b ark ...................... R u b u s , Section E u b a tu s .
Boldus (boldo) leaves________P e u m u s  bo ld u s Mol.................... ........................
Boronia flowers_____________B o r o n ia  m e g a s tig m a  Nees.
Bryonia root.......... .......... . B r y o n ia  a lb a  L., or B .  d io cia  Jacq_____ ______
Buchu leaves______ ________ B a r o s m a  b e tu lin a  Bartl. et Wendl., B .  c ren u -

la ta  (L.) Hook, or B .  se rra tifo lia  Willd.
Buckbean leaves............... . M e n y a n th e s  tr ifo lia ta  L___________________ _
Cajeput_______ ____ ______ M e la le u c a  le u ca d e n d ro n  L. and other M e la ­

le u c a  spp.
Calum baroot--....... ............... J a te o rh iza  p a lm a ta  (Lam.) Miers____________
Camphor tree___ __________ C in n a m o m u m  c a m p h o ra  (L.) Nees et Eberm___
Cascara sagrada___ ______ . . .  R h a m n u s  p u r s h ia n a  DC___________________
Cassie flowers______________ A c a c ia  fa rn e s ia n a  (L.) Willd.
Castor oil..............................!... R ic in u s  c o m m u n is  L __ _____ ________ _____
Catechu, black_____________A c a c ia  ca techu  Willd.
Cedar, white (aborvitae), T h u ja  o c c id en ta lis  L--------- ------- ----------------

leaves and twigs.
Centuary_____________ «.___ C e n ta u r iu m  u m b e lla tu m  Gilib__________•____
Cherry pits___ ’. . __________ P r u n u s  a v iu m  L. or P .  cera su s  L_________ .__
Cherry-laurel leaves__. . . ____P r u n u s  la u ro c e ra su s  L__---------------------------- -
Chestnut leaves____________  C a s ta n e a  d e n t a t a  (Marsh.) Borkh__________
Chirata............... .......... . . . ___ S w e r t ia  c h ira ta  Buch.-Ham... . . . . . __________
Cinchona, red, bark______ •.__C in c h o n a  su c c iru b ra  Pav. or its hybrids......... . . .

In alcoholic beverages only. Do.
Finished food thujone free. 1 In alcoholic beverages only.-

Do.
Do.

Do.

Cinchona, yellow, bark

Copaiba_____...Cork, oak....Costmary____Costus root__ ...Cubeb— I— ___Currant, black, leaves.Damiana leaves..Davana.......Dill, Indian..'___
Dittany (fraxinella) roots___Dittany of Crete....,__ ____Dragon’s blood (dracorubin).. Elder tree leaves__________

Cinchona ledgeriana Moens, C . calisaya Wedd., or hybrids of these with other spp. of C in ­
chona. m_________South American spp. of Copaifera L________________ Quercus suber L., or Q. occidentalis F. Gay___ __________Chrysanthemum balsamita L __________________ j.____ Saussurea lappa Clarke.________ P ip e r  cubeba L. f.buds and R ibes n igrum L.

.... ... Tu rn e ra  d iffusa Willd...... .......... ..... . A rtem isia  pollens. Wall........A nethum  sowa Roxb. (Peucedanum  graveolensBenth et Hook., A nethum  graveolens L.).
Dictam nus albus E . . ._________________ __
Origanum dictam nus L.
Daem onorops-spp........... ....... ...
Sam bucus nigra L____ ,..-- ,------ ----

Elecampane rhizome and roots.'- In u la  hdenium L..... .......... ......Elemi........... — ___ ... Canarium  commune L. or C . luzonicum Miq.Erigeron____________ *.___ Erigeron  canadensis L_______________ y t--Eucalyptus globulus leaves__ E u ca ly p tu s globulus Labill--------------- -Eir (“pine”) needles and twigs. A bies sibirica Ledeb., A .  alba Mill., A .  sachalin- 
esis Masters or A  . m ayriana Miyabe et Kudo. 

Fir, balsam, needles and twigs. A b ies balsamea (L.) Mill.Galanga, greater____ ______A lp in ia  g a lo n g  a Willd----------1--------Galbanum............ .. F eru la  gaXbanif.ua Boiss. et Buhse and other
F e ru la spp.

Do.Safrole free.

Finished food thujone free.1

In alcoholic beverages only.Not to exceed 25 p.p.m. prussic acid. Do.
In alcoholic beverages only.In beverages only; not more than 83 p.p.m. total cinchona alkaloids in finished beverage.Do.

In alcoholic beverages only. Do.

In alcoholic beverages only.

In alcoholic beverages, only; not to exceed 25 p.p.m. prussic acid in the flavor.In alcoholic beverages only.

Do.

Gambir (catechu, pale)______  U n c a r ia  g a m b ir  Roxb.
Genet flowers............. ............. . S p a r t iu m  ju n c e u m  L.
Gentian rhizome and roots___ O e n tia n a  lú te a  L.
Gentian, stemless.................... G e n tia n a  a c a u lis  LI------------------------ 1----------
Germander, chamaedrys...___T e u c r iu m  c h a m a ed ry s  L------- -------------- ----------
Germander, go ld en ................ T e u c r iu m  p o l iu m  L------------------------------------
Guaiac................. -_____ . . .  G u a ia c u m  officinale L., G . s a n tu m  L., B u ln e s ia

s a r m ie n ti  Lor.
G uaraña............................ .........P a u U in ia -c u p a n a  HBK.
Haw, black, bark____________V ib u r n u m  p r u n ifo l iu m  L.
Hemlock needles and tw ig s ....  T s u g a  c a n a d e n s is  (L.) Carr, or T .  h e tero p h y lla  

(Raf.) Sarg.
Hyacinth flowers....................... H y a c in th u s  o r ie n ta lis  L.
Iceland moss___ ______ ______ C e tra ria  is lá n d ic a  Ach---------------------------------
Imperatoria............. ........... . P e u c e d a n u m  o s tr u th iu m  (L.) Koch ( Im p e r a -

i  to r ia  o s tr u th iu m  L.).
Iva ...................... .................... A c h ille a  m o sc h a ta  Jacq-------- ----------------—----- -
Labdanum_________________  C is tu s  spp.
Lemon-verbena_____________  L i p p ia  c itr io d o ra  H BK ------ -------------------------
Lináloe wood........ ............ ...........B u r s e r a  d e lp e c h ia n a  Poiss. and other B u rs e r a

spp.
Linden leaves_______________  T iU ia  sp p ................ ............. ................ . . . . ------
Lovage____________________ L e v is t ie u m  o ffic in a le  Koch.
Lungmoss (lungwort)___ ____ S tic ta  p u lm o n a c e a  Ach------------------- ------ -------
Maidenhair fern......................... . A d ia n tu m  c a p iU u s-v e n e r is  L ------------ , ----------
Maple, m ountain .......................A c e r  s p ic a tu m  Lam.
Mimosa (black wattle) flowers. A c a c ia  d e c u rre n s  Willd. var. d ea lb a ta .
Mullein flowers______________V e rb a sc u m  p h lo m o id e s  L. or V .  th a p s ifo rm e

Schrad.
Myrrh ________  C o m m ip h o ra  m o lm o l Engl., C . a b y s s in ic a

(Berg) Engl., or other C o m m ip h o ra  spp.

Do.Do.In alcoholic beverages only;

Do.

D a
Do.

Do.

Do.

Do.
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Common name Scientific name Lim itations

Myrtle leaves...._________ M y rtu s  comm unis L .......... ....... .Oak, English, wood..... . Quercus robur L..... ...... ..........Oak, white, chips_____ ____ Quercus alba L.Oak moss.... .......... Eve rn ia p ru n a str i (L.) Ach., E .fu r fu ra ce a (L.)Mann , and other lichens.Olibanum .... ....... B osw ellia  carteri Birdw. and other Boswettiaspp.Opopanax (bisabolmyrrh)... Opopanax chironium Koch (true opopanax) of
Commiphora erythraea Engl. var. Llabrescens Orris root___________ ____ B i s  germanica L. (including its variety floren­
tina Dykes) and I .  pa llida Lam.

Pansy......-___________ V id a  tricolor L__________ ____ _________Passion flower___ ________ Passiflo ra  incarnata L.._________________Patchouly___________ ____Pogastemon cablin Benth. and P .  heyneanusBenth.Peach leaves— — v— —  — __ P ru n u s  persica (L.) Batsch_______________

Pennyroyal, American______Hedeoma pulegioides (L.) Pers-------------Pennyroyal, European....___Mentha pulegium L----------.'------ -----Pine, dwarf, needles and twigs. P in u s  mugo Turra var. pum ilio (Haenke) Zenari.
Pine, Scotch, needles and twigs. P in u s  sylvestris L ------------------------ --------------Pine, white, bark__________ P in u s  strobus L .^ . ..------------------Pine, white oil____ — — ____ P in u s  p a lustris Mill., and other P in u s spp.Poplar buds____ _________ P o p u lu s balsamifera L. (P. tacamahacca Mill.),

P .  candicans Ait., or P .  nigra L.Quassia_____ .___________ Picrasm a excelsa (Sw.) Planch, or Quassia
amara L.Quebracho bark___ _______ Aspidosperm a quebracho-bianco Schlecht, or(Quebrachia lorentzii (Griseb).Quillaia (soapbark)___ _____ Qutllaja saponaria Mol.......... ......Bed saunders (red sandal Pterocarpus san  a linus L---------------

wood). — 'Khatany root_____________ Kram eria  triandra Ruiz et Pav. or K .  argenteaMart.Rhubarb, garden root__-___ - Rheum  rhaponticum L -------------- ---Rhubarb root____________ Rheum  officinale Baill., R .  palmatum L., orother spp. (excepting R .  rhaponticum L.) or hybrids of Rheum grown in China.Roselle_________________  H ib iscus sabdariffa L_________Rosin (colophony)_____ r__ Pinus palustris Mill., and other P in u s spp...St. Johnswort leaves, flowers, H ypericum  perforatum L----------------and caulis.
Sandalwood, white (yellow, or Santalum  album L-------------------- -East Indian).Sandarac__ _____________  T etra d in is articúlala (Vahl.), Mast_____ ___Sarsaparilla____ _____ ___ S m ila x  aristolochiaefolia Mill., (Mexican sarsa­parilla)’, S .  reyelii Killip et Morton (Hon­duras sarsaparilla), S .  febrífuga Kunth (Ecuadorean sarsaparilla), or undetermined 

S m ila x spp. (Ecuadorean or Central Ameri­can sarsaparilla).Sassafras leaves______ ____ Sassa fras albidum (Nutt.) Nees.-.i... .... .Senna, Alexandria.. ....... Cassia  acutifblia Delile________ ___ _____Serpentaria (Virginia snake- Aristolochia serpentaria 1j----- ---------root).Simaruba bark....... ..... Sim aruba amara Aubl------------------Snakeroot, Canadian (wild A sa ru m  canadense L. ginger).Spruceneedles and twigs____ Picea  glauca (Moench) Voss or P. m añana(Mill.) BSP.Storax (styrax).... .... ...Liquidam bar orientalis Mill, or L . ' styracifl.uaL.Tagetes (marigold)___ ____ _ Tagetes patilla L., T .  erecta L  , or T .  minutaL. ( T .  glandulifera Schrank).Tansy________ __________ Tanacetum xulgare L .. ........... -...

Thistle, blessed (holy thistle).. Onicus benedictas L____ ___ ___
Thym us capitatus (Spanish Thym us capitatus Hoflmg. et Link.“origanum”). , .Tolu___________________ M yroxylon  balsa mam (L‘.) Harms.Turpentine........ ......P in u s  p a lu stris Mill, and other P in u s spp.which yield terpene oils exclusively.Valerian rhizome and roots__Valeriana officina lis L ______ __— ________Veronica............ ..’... Veronica officina lis L ............. .... .Vervain, European.. ......Verbena officina lis L ..... ...............Vetiver.,.. ............. Vetiveria zizanioides Stapf.....___________Violet, Swiss............. V iola  calcarata L _____ __________ ____Walnut husks (Mulls), leaves, Ju g la n s  n igra L. or J .  regia L.... ..... ..and green nuts.Woodruff, sweet......... — A sp e ru la  odorata L..... ...............Yarrow_______ _________ AchiUea millefolium L .... ............. .
Yerba santa.............. Eriod ictyon  colifornicum (Hook, et Arn.) Torr.Yucca, Joshua-tree..........Yucca  brevifd ia EngeLni....... ... 1__ ...Yucca, Mohave___— ______  Yucca  schidigera Roezl ex Ortgies (Y. mohaven-

sis Sarg.).

In alcoholic beverages only. Do.
Finished food thujone.

In alcoholic beverages only.

In alcoholic beverages only; not to exceed 25 p.p.m. prussic acid in the flavor.

In alcoholic beverages only. 
Do.

Sch inopsis lorentzii (Griseb.) Engl.

In alcoholic beverages only.

Do. ^

Do.Do.Hypericin-free alcohol distillate form only; in alcoholic beverages only.

In alcoholic beverages only.

Safrole free.
In alcoholic beverages only. 

Do.

As oil only.
In alcoholic beverages only; fin­ished alcoholic beverage thujone free. 1In alcoholic beverges only.

In alcoholic beverages only. Do.Do.

Do.In beverages only; finished bever­age thujone free.1

1 As determined by using the method (or, in other than alcoholic beverages, a suitable’ adaptation thereof) in sec. 9.091, “Official Methods of Analysis of the Association of Official Agricultural Chemists,” 10th Edition (1965).

§172.515 Synthetic flavoring sub- (a) They are used in the m inimum  
stances and adjuvants. quantity required to produce their in-

Synthetic - flavoring substances and tended effect, and otherwise in accord- 
adjuvants may be safely used in food in ance with all the principles of good man- 
accordance with the following conditions, ufacturing practice.

(b) They consist of one or more of the 
following, used alone or in combination 
with flavoring substances and adjuvants 
generally recognized as safe in food, 
prior-sanctioned for such use, or regu­
lated by an appropriate section in ,this 
part.
Acetal; acetaldehyde diethyl acetal. 
Acetaldehyde phenethyl propyl acetal. 
Acetanisole ; 4' -methoxyacetophenone. 
Acetophenone; methyl phenyl ketone.
Adipic acid; 1,4-butanedicarboxylic acid.
Allyl anthranilate.
Allyl butyrate.
Allyl cinnamate.
Allyl cyclohexaneacetate.
Allyl cyclohexanebutyrate.
Allyl cyclohexanehexanoate.
Allyl eyclohexaneproprionate.
Allyl cyclohexanevalerate.
Allyl disulfide.
Allyl 2-ethylbutyrate.
Allyl hexanoate; allyl caproate.
Allyl a-ionone; l-(2,6,6-trimethyl-2-cyclo- 

hexen-l-yl) -l,6-heptadiene-3-one.
Allyl isothiocyanate; mustard oil.
Allyl isovalerate. ,
Allyl mercaptan; 2-propene-1 -thiol.
Allyl nonanoate.
Allyl octanoate.
Allyl phenoxyacetate.
Allyl phenylacetate.
Allyl propionate.
Allyl sorbate; allyl 2,4-hexadienoate.
Allyl sulfide.
Allyl tiglate; allyl frcms-2-methyl-2-bu- 

tenoate.
Allyl 10-undecenoate.
Ammonium isovalerate.
Ammonium sulfide.
Amyl alcohol; pentyl alcohol.
Amyl butyrate. 
a-Amylcinnamaldehyde. 
a-Amylcinnamaldehyde dimethyl acetal. 
a-Amylcinnamyl acetate. 
a-Amylcinnamyl alcohol. 
a-Amylcinnamyl formate. 
a-Amylcinnamyl isovalerate.
Amyl formate.
Amyl heptanoate.
Amyl hexanoate.
Amyl octanoate.
Anisole; methoxybenzene.
Anisyl acetate.
Anisyl alcohol; p-methoxybenzyl alcohol. 
Anisyl butyrate 
Anisyl formate.
Anisyl phenylacetate.
Anisyl propionate.
Beechwood creosote.
Benzaldehyde dimethyl acetal.
Benzaldehyde glyceryl acetal; 2-phenyl-m- 

dioxan-5-ol.
Benzaldehyde propylene glycol acetal; 4- 

methyl-2-phenyl-m-dioxolane. 
Benzenethiol; thiophenol.
Benzoin; 2-hydroxy-2-phenylacetophenone. 
Benzophenone; diphenylketone.
Benzyl acetate.
Benzyl acetoacetato.
Benzyl alcohol.
Benzyl benzoate.
Benzyl butyl ether.
Benzyl butyrate.
Benzyl cinnamate.
Benzyl 2,3-dimethylcrotonate; benzyl meth­

yl tiglate.
Benzyl disulfide; dibenzyl disulfide.
Benzyl ethyl ether.
Benzyl formate.
3-Benzyl-4-heptanone; benzyl dipropyl ke­

tone.
Benzyl isobutyrate.
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Benzyl isovalerate.
Benzyl mercaptan; a-toluenethiol.
Benzyl methoxyethyl acetal; acetaldehyde 

benzyl jS-methoxyethyl acetal.
Benzyl phenylacetate.
Benzyl propionate.
Benzyl salicylate.
Birch tar oil.
Borneol; d-camphanol.
Bornyl acetate.
Bornyl formate.
Bornyl isovalerate.
Bornyl valerate.
Æ-Bourbonene; 1,2,3,3a, 3b&4,5,6,6a0,6ba-deca- 

hydro-la-isopropyl-3aa-methyl - 6-methyl­
ene-cyclobuta [1,2:3,4] dicyclopentene. ■

2-Butanone; methyl ethyl ketone.
Butter acids.
Butter esters.
Butter starter distillate.
Butyl acetate.
Butyl acetoacetate.
Butyl alcohol; 1-butanol.
Butyl anthranilate.
Butyl butyrate.
Butyl butyryllactate; lactic acid, butyl es­

ter, butyrate. 
a-Butylcinnamaldehyde.
Butyl cinnamate.
Butyl 2-decenoate.
Butyl ethyl malonate.
Butyl formate.
Butyl heptanoate.
Butyl hexanoate.
Butyl p-hydroxybenzoate.
Butyl isobutyrate.
Butyl isovalerate.
Butyl lactate.
Butyl laurate.
Butyl levulinate.
Butyl phenylacetate.
Butyl propionate.
Butyl stearate.
Butyl sulfide.
Butyl 10-undecenoate.
Butyl valerate.
Butyraldéhyde.
Cadinene.
Camphene; 2,2 - dimethyl - 3 - methylenenor- 

bornane. 
d-Camphor.
Carvacrol; 2-p-cymenol.
Carvacryl ethyl ether; 2-ethoxy-p-cymene. 
Carveol; p-mentha-6,8-dien-2-ol.
4-Carvomenthehol; 1 -p-menthen-4-ol; 4-

terpinenol.
cis Carvone oxide; 1,6-epoxy-p-menth-8-en-

2-one.
Carvyl acetate.
Carvyl propionate.

C ar yophyllene.
Caryophyllene alcohol.
Caryophyllene alcohol acetate. 
^-Caryophyllene oxide; 4-12,12-trimethyl-9- 

methylene-5-oxatricylo [8.2.0.0 *• 6] dode- 
cane.

Cedarwood oil alcohols.
Cedarwood oil terpenes.
1,4-Cineole.
Cinnamaldéhyde ethylene glycol acetal. 
Cinnamic acid.
Cinnamyl acetate.
Cinnamyl alcohol; 3-phenyl-2-propen-1 -ol. 
Cinnamyl anthranilate.
Cinnamyl benzoate.
Cinnamyl butyrate.
Cinnamyl cinnamate.
Cinnamyl formate.
Cinnamyl isobutyrate,
Cinnamyl iso valerate.
Cinnamyl phenylacetate.
Cinnamyl propionate.
Citral diethyl acetal; 3,7-dimethyl-2,6-oc- 

tadienal diethyl acetal.
Citral dimethyl acetal; 3,7-dimethyl-2,6- 

octadienal dimethyl acetal.
Citral propylene glycol acetal.
Citronellal; 3,7-dimethyl-6-octenal; rhodinal.

Citronellol; 3,7-dimethyl-6-octen-l-ol; d -  
citronellol.

Citronelloxyacetaldehyde.
Ctironellyl acetate.
Citronellyl butyrate.
Citronellyl formate.
Citronellyl isobutyrate.
Citronellyl phenylacetate.
Citronellyl propionate.
Citronellyl valerate. 
p-Cresol.
Cuminaldéhyde; cuminal; p-isopropyl benz- 

aldehyde.
Cyclohexaneacetic acid.
Cyclohexaneethyl acetate.
Cyclohexyl acetate.
Cyclohexyl anthranilate.
Cyclohexyl butyrate.
Cyclohexyl cinnamate.
Cyclohexyl formate.
Cyclohexyl isovalerate.
Cyclohexyl propionate. 
p-Cymene.
7 -Decalactone; 4-hydroxy-decanoic acid, y -  

lactone.
5-Decalactone; 5-hydroxy-decanoic acid, 8- 

lactone.
Decanal dimethyl acetal.
1- Decanol; decylic alcohol.
2- Decenal.
3- Decen-2-one; heptylidene acetone.
Decyl actate.
Decyl butyrate.
Decyl propionate.
Dibenzyl ether.
4.4- Dibutyl-Y-butyrolactone; 4,4-dibutyl-4- 

hydroxy-butyric acid, 7 -lactone.
Dibutyl sebacate. - 
Diethyl malate.
Diethyl malonate; ethyl malonate.
Diethyl sebacate.
Diethyl succinate.
Diethyl tartrate.
2.5- Diethyltetrahydrofuran.
Dihydrocarveol; 8-p-menthen-2-ol; 6-

methyl -3 -isopropenylcyclohexanol. 
Dihydrocarvone.
Dihydrocarvyl acetate. 
m-Dimethoxybenzene.
p-Dimethoxybenzene; dimethyl hydroqui- 

none.
2,4-Dimethylacetophenone. 
a,a-Dimethylbenzyl isobutyrate; phenyldi- 

methylcarbinyl isobutyrate.
2.6- Dimethyl-5-heptenal.
2.6- Dimethyl octanal; isodecylaldehyde.
3.7- Dimethyl-l -octanol; tetrahydrogeraniol. 
a,o-Dimethylphenethyl acetate; benzylpropyl

acetate; benzyldimethylcarbinyl acetate. 
a,a-Dimethylphenethyl alcohol; dimethyl- 

benzyl carbinol.
a,a-Dimethylphenethyl butyrate; benzyldi­

methylcarbinyl butyrate. 
a,a-Dimethylphenethyl formate; benzyldi­

methylcarbinyl formate.
Dimethyl succinate.
l,3-Diphenyl-2-propanone; dibenzyl ketone. 
delta-Dodecalactone; 5-hydroxydodecanoic 

acid, deltalactone.
7 -Dodecalactone; 4-hydroxydodecanoic acid 

7 -lactone.
2-Dodecenal.
Estragole. » 
p-Ethoxybenzaldehyde.
Ethyl acetoacetate.
Ethyl 2-acetyl-3-phenylpropionate; ethyl- 

benzyl acetoacetate.
Ethyl aconitate, mixed esters.
Ethyl acrylate.
Ethyl p-anisate.
Ethyl anthranilate.
Ethyl benzoate.
Ethyl benzoylacetate.
a-Ethylbenzyl butyrate; a-phenylpropyl 

butyrate.
Ethyl brassylate; tridecanedioic acid cyclic 

éthylene glycol diester; cyclo 1,13-ethyl- 
enedioxy tridecan-1,13 -dione.
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2-Ethylbutyl acetate.
2-Ethylbutyraldehyde.
2-Ethylbutyric acid.
Ethyl cinnamate.
Ethyl crotonate; fràras-2-butenoic acid ethyl- 

ester.
Ethyl cyclohexanepropionate.
Ethyl decanoate.
Ethyl formate.
2-Ethylfuran.
Ethyl 2-furanpropionate.
4-Ethylguaiacol; 4-ethyl-2-methoxyphenol. 
Ethyl heptanoate.
2- Ethyl-2-heptenal; 2-ethyl-3-butylacrolein. 
Ethyl hexanoate.
Ethyl isobutyrate.
Ethyl isovalerate.
Ethyl lactate.
Ethyl laurate.
Ethyl levulinate.
Ethyl maltol; 2-ethyl-3-hydroxy-4H-pyran- 

4-one.
Ethyl 2-methylbutyrate.
Ethyl myristate.
Ethyl nitrite.
Ethyl nonanoate.
Ethyl 2-nonynoate; ethyl octyne carbonate. 
Ethyl octanoate.
Ethyl oleate.
Ethyl phenylacetate.
Ethyl 4-phenylbutyrate.
Ethyl 3-phénylglycidate.
Ethyl 3-phenylpropionate; ethyl hydro- 

cinnamate.
Ethyl propionate.
Ethyl pyruvate.
Ethyl salicylate.
Ethyl sorbate; ethyl 2,4-hexadienoate.
Ethyl tiglate; ethyl trans-2-methyl-2-bu- 

tenoate.
Ethyl undecanoate.
Ethyl 10-undecenoate.
Ethyl valerate.
Eucalpytol; 1,8-epoxy-p-menthane; cineole. 
Eugenyl acetate.
Eugenyl benzoate.
Eugenyl formate.
Eugenyl methyl ether; 4-allylveratrole; 

methyl eugenol.
Parnesol; 3,7,ll-trimethyl-2,6,10-dodecatrien-

l - o l .
d  -Fenchone ; d-1,3,3 -trimethyl-2-norborna -

none.
Fenchyl alcohol; l,3,3-trimethyl-2-norborna- 

nol.
Formic acid
(2-Furyl) -2-propanone; furyl acetone.
1- Furyl-2-propanone; furyl acetone.
Fusel oil, refined (mixed amyl alcohols). 
Geranyl acetoacetate; trans-3 ,7 -dimethyl-2,

6 - octadien-l-yl acetoacetate.
Geranyl acetone; 6,10-dimethyl-5 ,9-undeca- 

dien-2-one. •
Geranyl benzoate.
Geranyl butyrate.
Geranyl formate.
Geranyl hexanoate 
Geranyl isobutyrate.
Geranyl isovalerate.
Geranyl phenylacetate.
Geranyl propionate.
Glucose pentaacetate.
Glyceryl monooleate.*
Guaiacol; o-methoxyphenol.
Guaiacyl acetate; o-methoxyphenyl acetate. 
Guaiacyl phenylacetate.Guaiene; l,4 -dimethyl-7 -isopropenyl-A9, 10- 

octahydroazulene.
Guaiol acetate; 1 ,4 -dimethyl-7- (a-hydroxy- 

isopropyl) -A9,1 0-octahydroazulene acetate.
7 -Heptalactone; • 4-hydroxyheptanoic acid,

7 - lactone.
Heptanal; enanthaldehyde.
Heptanal dimethyl acetal.
Heptanal 1,2-glyceryl acetal.
2,3-Heptanedione; acetyl valeryl.
3- Hep tanol.
2- Heptanone; methyl amyl ketone.
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3- Heptanone; ethyl butyl ketone.
4- Heptanone; dipropyl ketone. 
cis-4-Heptenal; cis-4-hepten-l-al.
Heptyl acetate.
Heptyl alcohol; enanthic alcohol.
Heptyl butyrate.
Heptyl cinnamate.
Heptyl formate.
Heptyl isobutyrate.
Heptyl octanoate.
1- Hexadecanol; cetyl alcohol. 
«-6-Hexadecenlactone; 16-hydroxy-6-hexa-

decenoic acid, «-lactone; ambrettolide. 
7 -Hexalactone; 4-hydroxyhexanoic acid, 

7 -lactone; tonkalide.
Hexanal; caproic aldehyde.
2,3-Hexanedione; acetyl butyryl.
Hexanoic acid; caproic acid.
2- Hexenal.
2- Hexen-l-ol.
3- Hexen-l-ol; leaf alcohol.
2- Hexen-l-yl acetate.
3- Hexenyl isovalerate.
3-Hexenyl 2-methylbutyrate.
3- Hexenyi phenylacetate; cis-3-hexenyl 

phenylacetate.
Hexyl acetate.
2-Hexyl-4-acetoxytetrahydrofuran.
Hexyl alcohol.
Hexyl butyrate. 
a-Hexylcinnamaldehyde.
Hexyl formate.
Hexyl hexanoate.
2-Hexylidene cyclopentanone.
Hexyl isovaleratel.
Hexyl 2-methylbutyrate.
Hexyl octanoate.
Hexyl phenylacetate;' n-hexyl phenylacetate. 
Hexyl *propionate.
Hydroxycitronellal; 3,7-dimethyl-7-hydroxy- 

octanal.
Hydroxycitronellal diethyl acetal. 
Hydroxycitronellal dimethyl acetal. 
Hydroxycitronellal; 3,7-dimethyl-1,7-octane- 

diol.
N -(4-Hydroxy-3-methoxybenzyI) -nonana- 

mide; pelargonyl vanillylamide.
5- Hydroxy-4-octanone; butyroin.
4 - (p - Hydroxyphenyl) - 2 - butanone; p - hy- 

droxybenzyi acetone.
Indole.
a-Ionone; 4-(2,6,6-trimethyl-2-cyclohexen-l- 

yl) -3-buten-2-one.
jS-Ionone; 4- (2,0,6-trimethyl-l-eyclohexen-

1-yl) -3-buten-2-one.
«-Irone; 4- (2,5,6,6-tetramethyl-2-cyclohex- 

ene - 1 - yl) - 3 - buten - 2 - one; 6 - meth- 
ylionone.

Isoamyl acetate.
Isoamyl acetoacetate.
Isoamyl alcohol; isopentyl alcohol; 3-methyl-

1-butanol.
Isoamyl benzoate.
Isoamyl butyrate.
Isoamyl cinnamate.
Isoamyl formate.
Isoamyl 2-furanbutyrate; o-isoamyl furfuryl- 
. propionate.

Isoamyl 2-furanpropionate; «-isoamyl fur- 
furylacetate.

Isoamyl hexanoate.
Isoamyl isobutyrate.
Isoamyl isovalerate.
Isoamyl laurate.
Isoamyl - 2 - methylbutyrate; isopentyl - 2- 

methylbutyrate.
Isoamyl nonanoate.
Isoamyl octanoate.
Isoamyl phenylacetate.
Isoamyl propionate.
Isoamyl pyruvate.
Isoamyl salicylate.
Isoborneol.
Isobornyl acetate.
Isobornyl formate.
Isobornyl isovalerate.
Isobornyl propionate.
Isobutyl acetate.
Isobutyl acetoacetate.

Isobutyl alcohol.
Isobutyl angelate; isobutyl cia-2-m©thyl-2- 

butenoate.
Isobutyl anthranilate.
Isobutyl benzoate.
Isobutyl butyrate.
Isobutyl cinnamate.
Isobutyl formate.
Isobutyl 2-furanpropionate.
Isobutyl heptanoate.
Isobutyl hexanoate;
Isobutyl isobutyrate.
a-Isobutylphenethyl alcohol; isobutyl benzyl 

carbinol; 4-methyl-1 -phenyl-2-pentanol. 
Isobutyl phenylacetate.
Isobutyl propionate.
Isobutyl salicylate.
Isobutyraldéhyde.
Isobutyric acid.
Isoeugenol; 2-methoxy-4-propenylphenol. 
Isoeugenyl acetate.
Isoeugenyl benzyl ether; benzyl Isoeugenol. 
Isoeugenyl ethyl ether; 2-ethoxy-5-propenyl- 

anisole; ethyl isoeugenol.
Isoeugenyl formate.
Isoeugenyl methyl ether; 4-propenylvera- 

trole; methyl isoeugenol.
Isoeugenyl phenylacetate.
Isojasipone; mixture of 2-hexylldenecyclo- 

pentanone and 2-hexyl-2 -cyclopenten-l- 
one.

«-Isomethylionone; 4-(2,6,6-trimetkyl-2-cy- 
clohexen-l-yl) -3-methyl-3-buten-2-o n e ; 
methyl 7 -ionone.

Isopropyl acetate.
»-Isopropylacetophenone.
Isopropyl alcohol; Isopropanol.
Isopropyl benzoate.
P-Isopropylbenzyl alcohol; cuminic alcohol;

p-cymen-7-ol.
Isopropyl butyrate.
Isopropyl cinnamate.
Isopropyl formate.
Isopropyl hexanoate.
Isopropyl isobutyrate.
Isopropyl isovalerate.
/»-Isopropylphenylacetaldehyde; #-cymen-7- 

carboxaldehyde.
Isopropyl phenylacetate.
3- (p - Isopropylphenyl)-propionaldéhyde; p~ 

isopropylhydrocinnamaldehyde; cuminyl 
acetaldehyde.

Isopropyl propionate.
Isopulegol; p-menth-8-en-3-ol.
Isopulegone; p-menth-8-en-3-one.
Isopulegyl acetate.
Isoquinoline.
Isovaleric acid.
cis-Jasmone; 3-methyl-2-(2-pen ten yl) -2-cy­

clopen ten- l -one.
Laurie aldehyde; dodecanal.
Lauryl acetate.
Lauryl alcohol; 1-dodecanol.
Lepidine; 4-methylquinoline.
Levulinic acid.
Linalool oxide; cis- and fra«s-2-vinyl-2- 

methyl-5-(l' - hydroxy - 1' - methylethyl) 
tetrahydrofuran.

Linalyl anthranilate; 3,7-dimethyl-l, 6-octa- 
dien-3-yl anthranilate.

Linalyl benzoate.
Linalyl butyrate.
Linalyl cinnamate.
Linalyl formate.
Linalyl hexanoate.
Linalyl isobutyrate.
Linalyl isovalerate.
Linalyl octanoate.
Linalyl propionate.
Maltol; 3-hydroxy-2-methyl-4H-pyran-4-one. 
Menthadienol; p-mentha-1,8(10) -dien-9-ol. 
p-Mentha-l,8-dien-7-ol; perillyl alcohol. 
Menthadienyl acetate; p-mentha-l,8 (10 )- 

dien-9-yl acetate. 
p-Menth-3-en-l-ol.
l-p-Menthen-9-yl acetate; p-menth-l-en-9- 

yl acetate.
Menthol; 2-isopropyl-S-methylcyclohexanol. 
Menthone; p-menthan-3-one.

Menthyl acetate; p-menth-3-yl acetate. 
Mehithyl isovalerate; p-menth-3-yl isoval­

erate.
o-Methoxybenzaldehyde. 
p-Methoxybenzaldehyde; p-anisaldehyde.
0- Methoxycinnamaldehyde.
2-Methoxy-4-methylphenol; 4-methylguaia-

col; 2-methoxy-p-cresol.
4- (p-Methoxyphenyl) -2-butanone; anisyl 

acetone.
1 - (4-Methoxyphenyl ) - 4 - methyl-1-penten- 

3-one; methoxystyryl isopropyl ketone.
1- (p-Methoxyphenyl) -l-penten-3-one; a- 

methylanisylidene acetone; ethone.
1 - ( p-Methoxyphenyl ) -2-propanone; anisyl- 

methyl ketone; anisic ketone.
2- Methoxy-4-vinylphenol; p-vinylguaiacol. 
Methyl acetate.
4'-Methylacetophenone; p-methylacetophe- 

none; niethÿl p-tolyl ketone.
2-Methoxy-4-vinylphenol; p-vinylguaiacol.

1 -yl butyrate.
Methyl anisate.
o-Methylanisole; o-cresyl methyl ether. 
p-Methylanisole; p-cresyl methyl ether;

p-methoxy toluene.
Methyl benzoate.
Methylbenzyl acetate, mixed o-,m -,p~. 
a-Methylbenzyl acetate; styralyl acetate. 
a-Methylbenzyl alcohol; styralyl alcohol. 
a-Methylbenzyl butyrate; styralyl butyrate. 
a-Methylbenzyl isobutyrate; styralyl isobuty­

rate.
a-Methylbenzyl formate; styralyl formate. 
a-Methylbenzyl propionate; styralyl propi­

onate.
2-Methylbutyl isovalerate.
Methyl p-tert-butylphenylacetate.
2- Methylbutyraldehyde; methyl ethyl acetal­

dehyde.
3- Methylbutyraldehyde; isovaleraldehyde. 
Methyl butyrate.
2-Methylbutyric acid. 
a-Methylcinnamaldehyde. 
p-Methylcinnamaldehyde.
Methyl cinnamate.
2-Methyl-l ,3-cyclohexadiene. 
Methylcyclopentenolone; 3 -me thy lcyclopen - 

tane-l,2-dione.
Methyl disulfide; dimethyl disulfide.
Methyl ester of rosin, partially hydrogenated 

(as defined in § 172.615); methyl dihydro- 
abietate.

Methyl heptanoate.
2 -Methylheptanoic acid.
6-Methyl-5-hepten-2-one.
Methyl hexanoate.
Methyl 2-hexanoate.
Methyl p-hydroxybenzoate; methylparaben. 
Methyl a-ionone; 5-(2,6,6-trimethyl-2-cyclo- 

hexen-l-yl) -4-pehten-3-one.
Methyl ß-ionone; 5,(2,6,6-trimethyl-3-cyclo- 

hexen-l-yl)-4-penten-3-one.
Methyl A-ionone; 5-(2,6,6-trimethyl-3-cyclo- 

hexen-l-yl) -4-penten-3-one.
Methyl isobutyrate.
2-Methyl - 3-(p-isopropylphenyl)-propional­

déhyde; a-methyl-p-isopropylhydrocin- 
namaldehyde; cyclamen aldehyde.

Methyl isovalerate.
Methyl laurate.
Methyl mercaptan; methanethiol.
Methyl o-methoxybenzoate.
Methyl IV-methylanthranilate; dimethyl an­

thranilate.
Methyl 2-methylbutyrate.
Methyl 2-methylthiopropionate.
Methyl 4-methylvalerate.
Methyl myristate.
Methyl ^-naphthyl ketone; 2'-acetonaph- 

thone.
Methyl nonanoate.
Methyl 2-nonenoate.
Methyl 2-nonynoate; methyloctyne carbon- 
' ate.
2-Methyloctanal; methyl hexyl acetaldehyde. 
Methyl octanoate.
Methyl 2-octynoate; methyl heptlne carbon­

ate.
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4-Methyl-2,3-pentanedione; acetyl Jsobuty- 
ryl.

4-Methyl-2-pentanone; methyl lsohutyl ke­
tone.

j3-Mëthÿlphenethyl alcohol; hydratrophyl al­
cohol.

Methyl phenylacetate.
3-Methyl-4-phenyl-3-butene-2-one.
2 -Methyl-4-phenyl-2-butyl acetate; di- 

methylphenylethyl carbinyl acetate.
2- Methyl-4-phenyl-2-butyl isobutyrate; di- 

methylphenyl-ethylcarbinyl Isobutyrate.
3- Methyl-2-phenylbutyraldehyde; «-isopro­

pyl phenylacetaldehyde.
Methyl 4-phenylbutyrate.
4- Methyl-l-phenyl-2-pentanone; benzyl iso­

butyl ketone.
Methyl 3-phenylpropionate; methyl hydro- 

cinnamate.
Methyl propionate.
3-Methyl-5-propyl-2 -cyclohexen-1 -one.
Methyl sulfide.
3-Methylthiopropionaldehyde; methional. 
2-Methyl-3-toiylpropionaldehyde, mixed o-,

771-, P - .
2-Methylundecanal; methyl nonyl acetalde­

hyde.
Methyl 9-undecenoate.
Methyl 2-undecynoate; methyl decyne car­

bonate.
Methyl valerate.
2-Methylvaleric acid.
Myrcene; 7-methyl-3-methylene-l,6-octadi- 

ène.
Myristaldehyde; tetradecanal. 
d-Neomenthol; 2-isobutyl-6-methylcyclohex- 

anol.
Nerol; cis-3,7-dimethyl-2,6-octadien-l-ol. 
Nerolidol ; 3,7,11 -trlmethyl-1,6,10-dodecatri-

en-3-ol.
Neryl acetate.
Neryl butyrate.
Neryl formate.
Neryl isobutyrate.
Neryl isovalerate.
Neryl propionate.
2,6-Nonadien-l-ol.
7 -Nonalactone; 4-hydroxynonanoic acid, y -  

lactone; aldehyde C-18.
Nonanal; pelargonic aldehyde.
1,3-Nonanediol acetate, mixed esters. 
Nonanoicncid; pelargonic acid.
2- Nonanone; methylheptyl ketone.
3- Nonanon-l-yl acetate; l-hydroxy-3-nona- 

none acetate.
Nonyl acetate.
Nonyl alcohol; 1-nonanol.
Nonyl octanoate.
Nonyl isovalerate.
Nootkatone; 5,6-dlmethyl-8-isopropenyl-bi- 

cyclo[ 4,4,0] -dec-1 -en-3-one.
Ocimene; tran s-p -ocim en e; 3,7-dimethyl-l,3, 

6-octatriene.
<y-Octalactone; 4-hydroxyoctanoic acid, y -  

lactone.
Octanal; caprylaldéhyde.
Octanal dimethyl acetal.
Octanoic acid; caprylic acid.
1- Octanol; octyl alcohol.
2- Octanol.
3- Octanol.
2- Octanone; methyl hexyl ketone.
3- Octanone; ethyl amyl ketone.
3-Octanon-l-ol.
l-Octen-3-ol; amyl vinyl carbinol. 
l-Octen-3-yl acetate.
Octyl acetate.
3-Octyl acetate.
Octyl butyrate.
Octyl formate.
Octyl heptanoate.
Octyl isobutyrate.
Octyl isovalerate.
Octyl octanoate.
Octyl phenylacetate.
Octyl propionate.
to - Pent adecalac tone ; 15-hydroxypentadeca-

noic acid, «-lactone; pentadecanolide; an­
gelica lactone.

2,3-Pentanedione; acetyl propionyl. 
2-Pentanone; methyl propyl ketone.
4-Pen tenoic acid.
1- Penten-3-ol.
PerilLaldehyde; 4-isopropenyl-l-cyclohexene - 

1-earboxaldehyde; p-mentha-l,8-dien-7-al. 
Perillyl acetate; p-mentha-l,8-dlen-7-yl 

acetate.
a-Pheliandrene; p-mentha-1,5-diene.
Phenethyl acetate.
Phenethyl alcohol; /3-phenylethyl alcohol. 
Phenethyl anthranilate.
Phenethyl benzoate.
Phenethyl butyrate.
Phenethyl cinnamate.
Phenethyl formate.
Phenethyl isobutyrate.
Phenethyl isovalerate.
Phenethyl 2-methylbutyrate.
Phenethyl phenylacetate.
Phenethyl propionate.
Phenethyl salicylate.
Phenethyl senecioate; phenethyl 3,3-dimeth­

ylacrylate.
Phenethyl tiglate.
Phenoxyacetic acid.
2- Phenoxyethyl isobutyrate. 
Phenylacetaldehyde; a-toluic aldehyde. 
Phenylacetaldehyde 2,8-butylene glycol

acetal.
Phenylacetaldehyde dimethyl acetal. 
Phenylacetaldehyde glyceryl acetal. 
Phenylacetic acid; a-toluic acid. 
4-Phenyl-2-butanol; phenylethyl methyl 

carbinol.
4-Phenyl-3-buten-2-ol; methyl styryl car­

binol. \
4-Phenyl -3 -buten-2-one.
4-Phenyl-2-butyl acetate; phenylethyl 

methyl carbinyl acetate.
1 -Phenyl-3 -methyl-3-pentanol ; phenylethyl 

methyl ethyl carbinol.
1- Phenyl-l-propanol; phenylethyl carbinol.
3- Phenyl-l-propanol; hydrocinnamyl alcohol.
2- Phenylpropionaldehyde; hydratropalde- 

hyde.3- Phenylpropionaldehyde; hydrocinnamalde- 
hyde.

2- Phenylpropionaldehyde dimethyl acetal; 
hydratropic aldehyde dimethyl acetal.

3- Phenylpropionic acid; hydrocinnamic acid. 
3-Phenylpropyl acetate.
2- Phenylpropyl butyrate.
3- Phenylpropyl cinnamate.
3-Phenylpropyl formate.
3-Phenylpropyl hexanoate.
2- Phenylpropyl isobutyrate.
3- Phenylpropyl isobutyrate.
3-Phenylpropyl isovalerate.
3-Phenylpropyl propionate.
2- (3-Phenylpropyl) -tetrahydrofura.- 
a-Pinene; 2-pinene.
0-Pinene; 2(10)-pinene.
Pine tar oil.
Pinocarveol; 2(10) -pinen-3-ol.
Piperidine.
Piperine.d-Piperitone; p-menth-l-en-3-one. 
Piperitenone; p-mentha-l,4(8) -dien-3-one. 
Piperitenone oxide; l,2-epoxy-p-menth-4(8) - 

en-3-one.
Piperonyl acetate; hellotropyl acetate. 
Piperonyl isobutyrate.
Polylimonene.
Polysorbate 20; polyoxyethylene (20) sorbitan 

monolaurate.
Polysorbate 60; polyoxyethylene (20) sor­

bitan monoetere'ate.
Polysorbate 80; polyoxyethylene (20) sorbi­

tan monôoleàte.
Potassium acétate.
Propenylguaethol; ' 6-ethoxy-7n-anol. 
Propionaldéhyde.
Propyl acetate.
Propyl alcohol; 1-propanol. 
p-Propyl anisole; dihydroanethole.
Propyl benzoate.
Propyl butyrate.
Propyl cinnamate.

Propyl disulfide.
Propyl formate.
Propyl 2-furanacrylate.
Propyl heptanoate.
Propyl hexanoate.
Propyl p-hydroxybenzoate; propylparaben.
3-Propylidenephthalide.
Propyl isohutyrate.
Propyl isovalerate.
Propyl mercaptan. 
a-Propylphenethyl alcohol.
Propyl phenylacetate.
Propyl propionate.
Pulegone; p-menth-4(8)-en-3-one.
Pyridine.
Pyroligneous acid extract.
Pyruvaldehyde.
Pyruvic acid.
Rhodinol; 3,7-dimethyl-7-octen-l-ol; i-citro- 

nellol.
Rhodinyl acetate.
Rhodinyl butyrate.
Rhodinyl formate.
Rhodinyl isobutyrate.
Rhodinyl isovalerate.
Rhodinyl phenylacetate.
Rhodinyl propionate.
Rum ether; ethyl oxyhydrate.
Salicylaldéhyde.
Santalol, a and j3.
Santalyl acetate.
Santalyl phenylacetate.
Skatole.
Sorbitan monostearate.
Styrene.
Sucrose octaacetate. >
a-Terpinene.
y-Terpinene.
a-Terpineol; p-menth-l-en-8-ol.
/3-Terpineol.
Terpinolene; p-menth-l,4(8) -diene.
Terpinyl acetate.
Terpinyl anthranilate.
Terpinyl butyrate.
Terpinyl cinnamate.
Terpinyl formate.
Terpinyl isobutyrate.
Terpinyl Isovalerate.
Terpinyl propionate.
Tetrahydrofurfuryl acetate. 
Tetrahydrofurfuryl alcohol. 
Tetrahydrofurfuryl butyrate. 
Tetrahydrofurfuryl propionate. 
Tetrahydro-pseudo-ionone; 6,10-dimethyl-9- 

undecen-2-one.
Tetrahydrolinalool; 3,7-dimethyloctan-3-ol, 
Tetramethyl ethylcyclohexenone; mixture of 

5 - ethyl-2 ,3,4,5-tetramethyl-2-cyclohexen- 
1-one and 5-ethyl-3,4,5,6-tetramethyl-2- 
cyclohexen-l-one.

2-Thienyl mercaptan; 2-thienylthiol.
Thymol.
Tolualdehyde glyceryl acetal, mixed o, m, p.
Tolualdehydes, mixed o, 77», p.
p -Tolylacetaldehyde.
o-Tolyl acetate; o-cresyl acetate.
p-Tolyl acetate; p-cresyl acetate.
4- (p-Tolyl) -2-butanone; p-methylbenzylace- 

tone.
p-Tolyl isobutyrate. 
p-Tolyl laurate. 
p-Tolyl phenylacetate.
2-(p-Tolÿl) -propionaldéhyde; p-m ethylhy- 

dratropic aldehyde.
Tributyl acetylcitrate.
2-Tridecenal.
2,3-Undecadione; acetyl nonyryl. 
y-Undecalactone; 4-hydroxyundecanoic acid 

y-lactone; peach aldehyde; aldehyde Ç-14. 
Undecénal.
2-Undecanone; methyl nonyl ketone.
9- Undecenal; uridecenoic aldehyde.
10- Undecenal.
Undecen-l-ol; undecylenic alcohol. 
10-Undecen-l-yl acetate.
Undecyl alcohol.
Valeraldehyde; pentanal.
Valeric acid; pentanoic acid.
Vanillin acetate; acetyl vanillin.
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Veratraldehyde.
Verbenol; 2-pinen-4-ol.
Zingerone; 4- (4-hydroxy-3-methoxyphenyl) -

2-butanone.
(c) o-Decalactone arid «-dodecalac- 

tone when used separately or in combi­
nation in oleomargarine aré used at 
levels not to exceed 10 parts per million 
and 20 parts per million, respectively, in 
accordance with § 166.110 of this chapter.

(d) BHA (butylated hydroxyanisole) 
may be used as an antioxidant in flavor­
ing substances whereby the additive does 
not exceed 0.5 percent of the essential 
(volatile) oil content of the flavoring 
substance.
§ 172.520 Cocoa with dioctyl sodium  

sulfosuccinate for manufacturing.
The food additive “cocoa With dioctyl 

sodium sulfosuccinate for manufactur­
ing,” conforming to § 163; 117 of this 
chapter and § 172.810, is used or intended 
for use as a flavoring substance in dry 
beverage mixes whereby the amount of 
dioctyl sodium sulfosuccinate does not 
exceed 75 parts per million of the fin­
ished beverage. The labeling of the dry 
beverage mix shall bear adequate direc­
tions to assure use in compliance with 
this section.
§ 172.530 Disodium guanylate.

Disodium guanylate may be safely 
used as a flavor enhancer in foods, at a 
level not in excess of that reasonably 
required to produce the intended effect.
§ 172.535 Disodium inosinate.

The food additive disodium inosinate 
may be safely used in food in accordance 
with the following prescribed conditions:

(a) The food additive is the disodium 
salt of inosinic acid, manufactured and 
purified so as to contain no more than 
150 parts per million of soluble barium 
in the compound disodium inosinate with 
seven and one-half molecules of water of 
crystallization.

(b) The food additive is used as a 
flavoring adjuvant in food.
§ 172.560 Modified hop extract.

The food additive modified hop extract 
may be safely used in beer in accordance 
with the following prescribed conditions:

(a) The food additive is used or in­
tended for use as a flavoring agent in 
the brewing of beer.

(b) The food additive is manufactured 
by one of the following processes:

(1) The additive is manufactured from 
a hexane extract of hops by simultaneous 
isomerization and selective reduction in 
an alkaline aqueous medium with sodium 
borohydride, whereby the additive meets 
the following specifications:

(i) A solution of the food additive 
solids is made up in approximately 0.012 
n alkaline methyl alcohol (6 milliliters 
of 1 n sodium hydroxide diluted to 500 
milliliters with methyl alcohol) to show 
an absorbance at 253 millimicrons of 0.6 
to 0.9 per centimeter. (This absorbance is
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obtained by approximately 0.03 milli­
gram solids permilliliter.) The ultra­
violet absorption spectrum of this 
solution exhibits the following character­
istics: An absorption peak a t 253 milli­
microns; no absorption peak a t 325 to 
330 millimicrons; the absorbance a t 268 
millimicrons does not exceed the absorb­
ance at 272jnillimicrons.

(ii) The boron content of the food ad­
ditive does not exceed 310 parts per mil­

lion (0.0310 percent), calculated as boron.
(2) The additive is manufactured from 

hops by a sequerice of extractions and 
fractionations, using benzene, light pe­
troleum spirits, and methyl alcohol as 
solvents, followed by isomerization by 
potassium carbonate treatment. Residues 
of solvents in the modified hop extract 
shall not exceed 1.0 part per million of 
benzene, 1.0 part per million of light 
petroleum spirits, and 250 parts per mil­
lion of methyl alcohol. The light petro­
leum spirits and benzene solvents shall 
comply with the specifications in 
§ 172.250 except that the boiling point 
range for light petroleum spirits is 150° 
F—300° F.

(3) The additive is manufactured 
from hops by a sequence of extractions 
and fractionations, using methylene 
chloride, hexane, and methyl alcohol as 
solvents, followed by isomerization by 
sodium hydroxide treatment. Residues 
of the solvents in the modified hop ex­
tract shall not exceed 5 parts per million 
of methylene chloride, 25 parts per mil­
lion of hexane, and 100 parts per million 
of methyl alcohol.
' (4) The additive is manufactured 

from hops by a sequence of extractions 
and fractionations, using benzene, light 
petroleum spirits, methyl alcohol, n-butyl 
alcohol, and ethyl acetate as solvents, 
followed by isomerization by potassium 
carbonate treatment. Residues of sol­
vents in the modified hop extract shall 
not exceed 1.0 part per million of ben­
zene, 1.0 part per million of light petro­
leum spirits, 50 parts per million of 
methyl alcohol, 50 parts per million of 
n-butyl alcohol, and 1 part per million 
of ethyl acetate. The light petroleum 
spirits and benzene solvents'shall comply 
with the specifications in § 172.250 ex­
cept that the boiling point range for 
light petroleum spirits is 150° F to 
300° F.

(6) The additive is manufactured from 
hops by an initial extraction and frac­
tionation using one or more of the fol­
lowing solvents: Ethylene dichloride, 
hexane, isopropyl alcohol, methyl alco­
hol, methylene chloride, trichloro­
ethylene, and water; followed by isom­
erization by calcium chloride or 
magnesium chloride treatment in ethyl­
ene dichloride, methylene chloride, or 
trichloroethylene and a further sequence 
of extractions and fractionations using 
one or more of the solvents set forth in 
this paragraph. Residues of the solvents 
in the modified hop extract shall not ex­
ceed 125 parts per million of hexane;
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150 parts per million of ethylene 
dichloride, methylene chloride, or tr i­
chloroethylene; or 250 parts per million 
of isopropyl alcohol or methyl alcohol.

(6) The additive is manufactured from 
hops by an initial extraction and frac­
tionation using one or more of the 
solvents listed^ in paragraph (b)(5) of 
this section followed by: Hydrogenation 
using palladium as a catalyst in methyl 
alcohol, ethyl alcohol, or isopropyl alco­
hol acidified with hydrochloric or sul- 
furic acid; oxidation with peracetic acid; 
isomerization by calcium chloride or 
magnesium chloride treatment in ethyl­
ene dichloride, methylene chloride, or 
trichloroethylene (alternatively, the 
hydrogenation and isomerization steps 
may be performed in reverse order); and 
a further sequence of extractions and 
fractionations using one or more of the 
solvents listed in paragraph (b) (5) of 
this section. The additive shall meet the 
residue limitations as prescribed in para­
graph (b) (5) of this section.

(7) The additive is manufactured from 
hops as set forth in paragraph (b) (6) of 
this section followed by reduction with 
sodium borohydride in aqueous alkaline 
methyl alcohol, and a sequence of ex­
tractions and fractionations using one or 
more of the solvents listed in paragraph
(b) (5) of this section. The additive shall 
meet the residue limitations as prescribed 
in paragraph (b) (5) of this section, and 
a boron content level not in excess of 
300 parts per million (0.0300 percent), 
calculated as boron.

(8) The additive is manufactured from 
hops as a nonisomerizable nonvolatile 
hop resin by an initial extraction and 
fractionation using one or more of the 
solvents listed in paragraph (b) (5) of 
this section followed by a sequence of 
aqueous extractions and removal of non- 
aqueous solvents to less than 0.5 percent. 
The additive is added to the wort before 
or dining cooking in the manufacture of 
beer.
§ 172.575 Quinine.

Quinine, as the hydrochloride sale or 
sulfate salt, may be safely used in food 
in accordance with the following condi­
tions:

Uses L im ita tio n s
In carbonated bev- Not to exceed 83 parts

erages as a flavor. per million, as qui­
nine. Label shall 
bear a prominent dec­
laration of the pres­
ence of quinine either 
by the use of the word 
“quinine” in the name 
of the article or 
through a separate 
declaration.

§ 172.580 Safrole-free extract o f  sas­
safras.

The food additive safrole-free extract 
of sassafras may be safely used in ac­
cordance with the following prescribed 
conditions:

(a) The additive is the aqueous extract 
obtained from the root bark of the plant
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Sassafras albidum (Nuttall) Nees (Fam. 
Lauraceae).

(b) It is obtained by extracting title 
bark with dilute alcohol, first concen­
trating the alcoholic solution by vacuum 
distillation, then diluting the concen­
trate with water and discarding the oily 
fraction.

(c) The purified aqueous extract is 
safrole-free.

(d) It is used as a flavoring in food.
§ 172.585 Sugar beet extract flavor base.

Sugar beet extract flavor base may be 
safely used in food in accordance with 
the provisions of this section.

(a) Sugar beet extract flavor base is 
the concentrated residue of soluble sugar 
beet extractives from which sugar and 
glütamic acid have been recovered, and 
which has been subjected to ion exchange 
to minimize the concentration of natu­
rally occurring trace minerals.

(b) It is used as a flavor in food.
§ 172.590 Yeast-malt sprout extract.

Yeast-malt sprout extract, as described 
in this section, may be safely used in 
food in accordance with the following 
prescribed conditions:

(a) The additive is produced by par­
tial hydrolysis of yeast extract (derived 
from Saccharomyces cereviseae, Sac­
charomyces fragilis, or Candida utilis) 
using the sprout portion of malt barley 
as the source of enzymes. The additive 
contains a maximum of 6 percent 5' nu­
cleotides by weight.

(b) The additive may be used as a 
flavor enhancer in food a t a level not in 
excess of that reasonably required to pro­
duce the intended effect.

Subpart G— Gums, Chewing Gum Bases 
and Related Substances

§ 172.610 Arabinogalactan.
Arabinogalactan may be safely used in 

food in accordance with the following 
conditions:

(a) Arabinogalactan is a polysac­
charide extracted by water from Western 
larch wood, having galactose units and 
arabinose units in the approximate ratio 
of six to one.

(b) It is used in the following foods in 
the minimum quantity required to pro­
duce its intended effect as an emulsifier, 
stabilizer, binder, or bodying agent: Es­
sential oils, nonnutritive sweeteners, 
flavor bases, nonstandardized dressings, 
and pudding mixes.
§ 172.615 Chewing gum base.

The food additive chewing güm base 
may be safely used in the manufacture 
of chewing gum in accordance with the 
following prescribed conditions:

(a) The food additive consists of one 
or more of the following substances that 
meet the specifications and limitations 
prescribed in this paragraph, used In 
amounts not to exceed those required to 
produce the Intended physical or other 
technical effect.

M a s t i c a t o r y  S u b s t a n c e s

NATURAL (COAGULATED OR CONCENTRATED LATICES) OF VEGETABLE ORIG IN

F am ily
Sapotaceae:

Chicle ______:______________
Chiquibul___________:_______
Crown gum____________ ______
Gutta hang kang____________ _
Massaranduba balata (and the sol­

vent-free resin extract of Massa­
randuba balata).

Massaranduba chocolate____ ,___
Nispero____________________
Rosidinha (rosadinha)_,_______
Venezuelan chicle____________

Apocynaceae:
Jelutong______ ____________ _
Leche caspi (sorva)_______ ___
Pendare____________________
Perillo__________ __________

Moraceae:
Leche de vaca______ _________

Niger gutta________ _,____ a__
Tunu (tuno)_____________ _

Euphorblaceae:
Chilte .............. ................ ...........

Natural rubber (smoked Sheet and 
latex solids).

G enus and  species

Manilkara zapotilla Gilly and Manilkara chicle Gilly. 
Manilkara zapotilla Gilly.
Manilkara zapotilla Gilly and Manilkara chicle Gilly. 
Palaquium leiocarpum Boeri, and Palaquium ob- 

longifolium Burck.
Manilkara huberi (Ducke) Chevalier.

Manilkara solimoesensis Gilly.
Manilkara zapotilla Gilly and Manilkara chicle Gilly. 
Micropholis (also known as Sideroxylon) spp. 
Manilkara williamsii Standley and related spp.
Dyera costulata Hook, F. and Dyera lowii Hook, F. 
Couma macrocarpa Barb. Rodr.
Couma macrocarpa Barb. Rodr. and Couma utilis 

(Mart.) Muell. .Arg.
Couma macrocarpa Barb. Rodr. and Couma utilis 

(Mart.) Muell. Arg.
Brosimum utile (H.B.K.) Pittier and Poulsenia spp.; 

also Lacmellea standleyi (Woodson), Monachino 
(Apocynaceae) .>

Ficus platyphylla Del.
Castilla faliax Cook.
Cnidoscolus (also knówn as Jatropha) elasticus 

Lundell and Cnidoscòlus tepiquensis (Cost, and 
Gall.) McVaugh.

Hevea brasiliensis.

S y n th e tic
Butadiene-styrene rubber______ _

Isobutylene - isoprene copolymer 
(butyl rubber).

Paraffin _________;________ ____

Petroleum wax________
Petroleum wax synthetic.
Polyethylene !_______ ,_.
Polyisobutylene ______
Polyvinyl acetate______

Specifications
Basic polymer.

DO.
Synthesized by Fischer-Tropsch process from carbon 

monoxide and hydrogen, which are catalytically 
converted to a mixture of, paraffin hydrocarbons. 
Lower molecular weight fractions are removed by 
distillation. The residue is hydrogenated and 
further treated by percolation through activated 
charcoal. The product has a congealing point of 
200* F—210" F as determined by A.S.T.M. D-938- 
49 method; a maximum oil content of 0.5 per­
cent as determined by A.S.T.M. D-721-56T method; 
and an absorptivity of less than 0.01 at 290 milli­
microns in decahydronaphthalene at 190“ F as 
determined by A.S.T.M. 131 method.

Complying with § 172.886.
Complying with § 172.888.
Molecular weight 2,000-21,000.
Minimum molecular weight 37,000 (Flory).
Molecular weight, minimum 2,000.

P l a s t i c i z i n g  M a t e r ia l s  ( S o f t e n e r s )

Glycerol ester of partially dimerized 
rosin.

Glycerol ester of partially hydro­
genated gum or wood rosin.

Glycerol ester of polymerized rosin_
Glycerol ester of gum rosin----------

Glycerol ester of tall oil rosin.

Glycerol ester of wood rosin.

Lanolin ______________________
Methyl ester of rosin, partially hydro­

genated.

Having an acid number of 3-8, a drop-softening point 
of 109° C—119° C, and a color of M or paler.

Having an acid number of 3—10, a drop-softening 
point of 79° C-88“ C, and a color of N or paler,

Having an acid number of 3-12, a melting-point 
range 80° C—126° C, and a color of M or paler.

Having an acid number of 5-9, a drop-softening point 
of 88“ C-96“ C, and a color of N or paler. The 
ester is purified by steam stripping.

Having an acid number of 5-12, a softening point 
(ring and ball) of 80°-88° C.Tind a color of N or 
paler. The ester is purified by steam stripping.

Having an acid number of 3-9, a drop-softening point 
of 88“ C-96“ C, and a color of N or paler. The 
ester is purified by steam stripping.

Having an acid number of 4-8, a refractive index of 
1,5170-1.5205 at 20° C, and a viscosity of 23-66 
poises at 25“ C. The ester is purified by steam 
stripping.
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P l a s t i c i z i n g  M a t e r i a l s  ( S o f t e n e r s ) —Continued

Penfaerythritol ester of partially hy- Having an acid number of 7-18, a drop-softening 
drogenated gum or wood resin. point of 102° C-110® C, and a color of K or paler.

Pentaerythritol ester of gum or wood Having an acid number of 6-10, a drop-softening 
roSin: point of 109° C-116° C, and a color of M or paler.

Rice bran wax------------ ------------  Complying with § 172.890.
Stearic acid----------- --- ---------- — Complying with § 172.860.
Sodium .and potassium stearates.__  Complying with § 172.863.

T e r f e n e  R e s i n s

Synthetic resin___ _______ _____ Consisting of polymers of a-pinene, /3-pinene, and/or
dipentene; acid value less than 6, saponification 
number less than 5, and color less than 4 on the 
Gardner scale as measured in 50 percent mineral 
spirit solution.

Natural resin.__________. . . ____ Consisting of polymers of a-pinene; softening point
minimum 155° C, determined by U.S.P. closed­
capillary method.

A n t i o x i d a n t s

Butylated hydroxyanisole____ — . .  ------- ---------------------------------------— -----------
Butylated hydroxytoluene___ ____ Not to exceed antioxidant content of 0.1 % when used
Propyl gallate alone or in any combination.

M i s c e l l a n e o u s

Sodium sulfate___— ________ i—  --------—------------------ --------- ----- ------— -—-
Sodium sulfide___.______________ Reaction-control agent in synthetic polymer

production.

(b) In addition to the substances 
listed in paragraph (a) of this section, 
chewing gum base may also include sub­
stances generally recognized as safe in 
food.

(c) To assure safe use of the additive, 
in addition to the other Information re­
quired by the act, the label and labeling 
of the food additive shall bear the name 
of the additive, “chewing gum base.” As 
used in this paragraph, the term “chew­
ing gum base” means the manufactured 
or partially manufactured nonnutritive 
masticatory substance comprised of one 
or more of the ingredients named and so 
defined in paragraph (a) of this section.
§ 172.620 Carrageenan.

The food additive carrageenan may be 
safely used in food in accordance with 
the following prescribed conditions:

(a) The food additive is the refined 
hydrocolloid prepared by aqueous ex­
traction from the following members of 
the families Gigartinaceae and Solieria- 
ceae of the class Rodophyceae (red sea­
weed):

Chondrus crispus.
Chondrus oeellatus.
Eucheuma cottonii.
Eucheuma splnosum.
Gigartina acicularis.
Gigartina pistillata.
Gigartina radula.
Gigartina steUata.
(b) The food additive conforms to the 

following conditions:
(1) It is a sulfated polysaccharide 

the dominant hexose units of which are 
galactose and anhydrogalactose.

(2) Range of sulfate content: 20 per­
cent to 40 percent on a dry-weight basis.

(c) The food additive is used or in­
tended for use in the amount necessary 
for an emulsifier, stabilizer, or thickener 
in foods, except for those standardized 
foods that do not provide for such use.

(d) To assure safe use of the additive, 
the label and labeling of the additive

shall bear the name of the additive, car­
rageenan.
§ 172.623 Carrageenan with polysorbate 

80.
Carrageenan otherwise meeting the 

definition and specifications of § 172.620
(a) and (b) and salts of carrageenan 
otherwise meeting the definition of 
§ 172.626(a) may be safely produced 
with the use of polysorbate 80 meeting 
the specifications and requirements of 
§ 172.840 (a) and (b) in accordance 
with the following prescribed conditions:

(a) The polysorbate 80 is used only to
facilitate separation of sheeted car­
rageenan and salts of carrageenan from 
drying rolls. i

(b) The carrageenan and salts of car­
rageenan contain not more than 5 per­
cent by weight of polysorbate 80, and the 
final food containing the additives con­
tains polysorbate 80 in an amount not 
to exceed 500 parts per million.

(c) H ie carrageenan and salts of car­
rageenan so produced are used only in 
producing foods in gel'form and only for 
the purposes defined in § 172.620(c) and 
§ 172.626(b), respectively.

(d) The carrageenan and salts of car­
rageenan so produced are not used in 
foods for which standards of identity 
exist unless the standards provide for 
the use of carrageenan, or salts or car­
rageenan, combined with polysorbate 80.

(e) The carrageenan and salts of car­
rageenan produced in accordance with 
this section, and foods containing the 
same, in addition to the other require­
ments of the act, are labeled to show the 
presence of polysorbate 80, and the label 
or labeling of the carrageenan and salts 
of carrageenan so produced bear ade­
quate directions for use.
§ 172.626' Salts o f carrage enan.

The food additive salts of carrageenan 
may be safely used in food in accordance 
with the following prescribed conditions:

(a) The food additive consists of car­
rageenan, meeting the provisions of 
§ 172.620, modified by increasing the 
concentration of one of the naturally 
occurring salts (ammonium, calcium, 
potassium, or sodium) of carrageenan 
to the level that it is the dominant salt 
in the additive.

(b) The food additive is used or in­
tended for use in the amount necessary 
for an emulsifier, stabilizer, or thickener 
in foods, except for those standardized 
foods that do not provide for such use.

(c) To assure safe use of the additive, 
the label and labeling of the additive 
shall bear the name of the salt of carra­
geenan that dominates the mixture by 
reason of the modification, e.g., “sodium 
carrageenan”, “potassium carrageenan”, 
etc.
§ 172.655 Furcelleran.

The food additive furcelleran may be 
safely used in food in accordance with 
the following prescribed conditions:

(a) The food additive is the refined 
hydrocolloid prepared by aqueous ex­
traction of furcellaria fastigiata of the 
class Rodophyceae (red seaweed).

(b) The food additive conforms to the 
following:

(1) It is a sulfated polysaccharide the 
dominant hexose units of which are 
galactose and anhydrogalactose.

(2) Range of sulfate content: 8 per­
cent to l£f percent, on a dry-weight basis.

(c) The food additive is used or in­
tended for use in the amount necessary 
for an emulsifier, stabilizer, or thickener 
in foods, except for those standardized 
foods that do not provide for such use.

(d) To assure safe use of the additive, 
the label and labeling of the additive 
shall bear the name of the additive, fur­
celleran.
§ 172.660 Salts o f  furcelleran.

The food additive salts of furcelleran 
may be safely used in food in accordance 
with the following prescribed conditions:

(a) The food additive consists of fur­
celleran, meeting the provisions of 
§ 172.655, modified by increasing the 
concentration of one of the naturally 
occurring salts (ammonium, calcium, 
potassium* or sodium). of furcelleran to 
the level that it is the dominant salt in 
the additive.

(b) The food additive is used or in­
tended for use in the amount necessary 
for an emulsifier, stabilizer, or thickener 
in foods, except for those standardized 
foods that do not provide for such use.

(c) To assure safe use of the additive, 
the label and labeling of the additive 
shall bear the name of the salt of fur­
celleran that dominates the mixture by 
reason of the modification, e.g., “sodium 
furcelleran”, “potassium furcelleran”, 
etc.
§ 172.695 Xanthan gum.

The food additive xanthan gum may be 
safely used in food in accordance with 
the following prescribed conditions:

(a) The additive is a polysaccharide 
gum derived from Xanthomonas cam- 
pestris by a pure-culture fermentation
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process and purified by recovery with 
isopropyl alcohol. It contains D-glucose, 
D-mannose, and D-glucuronic acid as the 
dominant hexose units and is manufac­
tured as the sodium, potassium, or 
calcium salt.

(b) The strain of Xanthomonas cam- 
pestris is nonpathogenic and nontoxic in 
man or other animals.

(c) The additive is produced by a 
process that renders it free of viable cells 
of Xanthomonas campestris.,

(d) The additive meets the following 
specifications:

(1) Residual isopropyl alcohol not to 
exceed 750 parts per million.

(2) An aqueous solution containing 1 
percent of the additive and 1 percent of 
potassium chloride stirred for 2 hours 
has a minimum viscosity of 600 centi- 
poises at 75° P, as determined by Brook­
field Viscometer, Model LVF (or equiva­
lent) , using a No. 3 spindle at 60 r.p.m., 
and the ratio of viscosities at 75 ° F and 
150 ° F is in the range of 1.02 to 1.45.

(3) Positive for xanthan gum when 
subjected to the following procedure:

L o c u s t  B e a n  G u m  G e l  T e s t

Blend on a weighing paper or in a weigh­
ing pan 1.0 gram of powdered locust bean 
gum with 1.0 gram of the powdered poly­
saccharide to be tested. Add the blend slowly 
(approximately y2 minute) at the point of 
maximum agitation to a stirred solution of 
200 milliliters of distiUed water previously 
heated to 80° C in a 400-milliliter beaker. 
Continue mechanical stirring until the mix­
ture is in solution, but stir for a minimum 
time of 30 minutes. Do not allow the water 
temperature to drop below 60° C.

Set the beaker and its contents aside to 
cool in the absence of agitation. Allow a 
minimum time of 2 hours for cooling. Ex­
amine the cooled beaker contents for a firm 
rubbery gel formation after the temperature 
drops below 40° C.

In the event that a gel is obtained, make 
up a 1 percent solution of the polysaccharide 
to be tested in 200 milliliters of distilled 
water previously heated to 80° C (omit the 
locust bean gum). Allow the solution to cool 
without agitation as before. Formation of a 
gel on cooling indicates that the sample is a 
gelling polysaccharide and not xanthan gum.

Record the sample as “positive” for 
xanthan gum if a firm, rubbery gel forms in 
the presence of locust bean gum but not in 
its absence. Record the sample as “negative” 
for xanthan gum if no gel forms or if a soft or 
brittle gel forms both with locust bean, gum 
and in a 1 percent solution of the sample 
(containing no locust bean gum).

(4) Positive for xanthan gum when 
subjected to the following procedure:

P y e u v i c  A c id  T e s t

Pipet 10 milliliters of an 0.6 percent solu­
tion of the polysaccharide in distilled water 
(60 milligrams of water-soluble gum) into 
a 50-milliliter flask equipped with a standard 
taper glass joint. Pipet in 20 .milliliters of 
12V hydrochloric acid. Weigh the flask. Re­
flux the mixture for 3 hours. Take precau­
tions to avoid loss of vapor during the re­
fluxing. Cool the solution to room tempera­
ture. Add distilled water to make up any 
weight loss from the flask contents.

Pipet 1 milliliter of a 2,4-dinitrophenyl- 
hydrazine reagent (0.5 percent in 22V hydro­
chloric acid) into a 30-milliliter separatory 
funnel followed by a 2-milliliter aliquot (4 
milligrams of water-soluble gum) of the 
polysaccharide hydrolyzate. Mix and allow
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the reaction mixture to stand at room tem­
perature for 5 minutes. Extract the mixture 
with 5 milliliters of ethyl, acetate. Discard the 
aqueous layer.

Extract the hydrazone from the ethyl ace­
tate with three 5 milliliter portions of 10 
percent sodium carbonate solution. Dilute 
the combined sodium carbonate extracts to 
100 milliliters with additional 10 percent 
sodium carbonate in a 10-milliliter volu­
metric flask. Measure the optical density of 
the sodium carbonate solution at 375 
millimicrons.

Compare the results with a curve of the 
optical density versus concentration of an 
authentic sample of pyruvic acid that has 
been run through the procedure starting with 
the preparation of the hydrazone;

Record the percent by weight of pyruvic 
acid in the test polysaccharide. Note “posi­
tive” for xanthan gum if the sample con­
tains more than 1.5 percent of pyruvic acid 
and “negative” for xanthan gum if thè 
sample contains less than 1.5 percent of 
pyruvic acid by weight.

(e) The additive is used or intended 
for use in accordance with good manu­
facturing practice as a stabilizer, emulsi­
fier, thickener, suspending agent, bodying 
agent, or foam enhancer in foods for 
which standards of identity established 
under section 401 of the act do not pre­
clude such use.

(f) To assure safe use of the additive:
(1) The label of its container shall 

bear, in addition to other information re­
quired by the act, the name of the ad­
ditive and the designation “food grade”.

(2) The label or labeling of the food 
additive container shall bear adequate 
directions for use.
Subpart H— Other Specific Usage Additives
§ 172.710 Adjuvants for pesticide use 

dilutions.
The following surfactants and related 

adjuvants may be safely added to pesti­
cide use dilutions by a grower or appli­
cant prior to application to the growing 
crop:

n-Alkyl (C8-C18) amine a'cetate, where the 
alkyl groups (C8-C18) are derived from coco­
nut oil, as a surfactant in emulsifier blends 
at levels not in excess of 5 percent by weight 
of the emulsifier blends that are added to 
herbicides -for application to corn and 
sorghum.

Di-n-alkyl (C8-C18) dimethyl ammonium 
chloride, where the alkyl groups (C8-C18) are 
derived from coconut oil, as surfactants in 
emulsifier blends at levels not in excess of 5 
percent by weight of emulsifier blends that 
are added to herbicides for application to 
corn or sorghum.

Diethanolamide condensate based on a 
mixture of saturated and unsaturated soy­
bean oil fatty acids (C16-C18) as a surfactant 
in emulsifier blends that are added to the 
herbicide atrazine for application to corn.

Diethanolamide condensate based on 
stripped coconut fatty acids (C10-C18) as a 
surfactant in emulsifier blends that are added 
to the herbicide atrazine for application to 
corn.

a- ( p-Dodecylphenyl ) - om ega - hydroxypoly 
(oxyethylene) produced by the condensation 
of 1 mole of dodecylphenol (dodecyl group is 
a proplyene tetramer Isomer) with an average 
of 4-14 or 30-70 moles of ethylene oxide; if a 
blend of products isstied, the average num­
ber of moles of ethylene oxide reacted to pro­
duce any product that is a component of the 
blend shall be in the range of 4-14 or 30-70.

Ethylene dichloride.

Polyglyceryl phthalate ester of coconut oil 
fatty acids.

a - [p - (1,1,3,3-Tetramethylbutyl) phenyl] - 
omepa-hydroxypoly (oxyethylene) produced 
by the condensation or 1 mole of p-(1,1,3,3- 
tetramethylbutyl) phenol with an average of
4-14 or 30-70 moles of ethylene oxide; if a 
blend of products is used, the average num­
ber of moles of ethylene oxide reacted to‘pro­
duce any product that is a component of the 
blend shall be in the range of 4-14 or 30-70.

a-[p-(l,l,3,3 -Tetramethylbutyl) phenyl ] - 
ome^a-hydroxypoly (oxyethylene) produced
by the condensation of 1 mole of p-(l,l,3 ,3- 
tetramethylbutyl) phenol with 1 mole of 
ethylene oxide.

Sodium acrylate and acrylamide copoly­
mer with a minimum average molecular 
weight of 10,000,000 in which 30 percent of 
the pblymer is comprised of acrylate units 
and 70 percent acrylamide units, for use as 
a drift control agent in herbicide formula­
tions applied to crops at a level not to exceed
0.5 ounces of the additive per acre.
§ 1 7 2 .7 1 2  Dimethyl dialkyl ammt nium 

chloride.
Dimethyl dialkyl ammonium chloride 

may be safely used in food in accordance 
with the following prescribed conditions:

(a) The food additive is produced,by 
ammonolysis of natural tallow fatty 
acids to form amines that are subse­
quently reacted with methyl chloride to 
form the quaternary ammonium com­
pounds consisting primarily of dimethyl 
dioctadecyl ammonium chloride and di­
methyl dihexadecyl ammonium chloride. 
The additive may contain residues of 
isopropyl alcohol not in excess of 18 per­
cent by weight when used as a processing 
solvent.

(b) The food additive contains not 
more than a total of 2 percent by weight 
of free amine and amine hydrochloride.

(c) The food additive is used as a de­
colorizing agent in the clarification of 
refinery sugar liquors. It is added only 
at the defecation/clarification stage of 
sugar liquor refining in an amount not 
to exceed 700 parts per million by weight 
of sugar solids.

(d) To assure safe use of the additive, 
the label and labeling of the additive 
shall bear, in addition to other infor­
mation required by the act, adequate 
directions to assure use in compliance 
with paragraph (c) of this section.
§ 172.715 Calcium lignosulfonate.

Calcium lignosulfonate may be safely 
used in or on food, subject to the provi­
sions of this section.

(a) Calcium lignosulfonate consists of
sulfonated lignin, primarily as calcium 
and sodium salts. ^

(b) It is used in an amount not to ex­
ceed that reasonably required to accom­
plish the intended physical or technical 
effect when added as a dispersing agent 
and stabilizer in pesticides for preharvest 
or postharvest application to bananas.
§ 172.720 Calcium lactobionate.

The food additive calcium lactobionate 
may be safely used in food in accordance 
with the following prescribed conditions:

(a) The food additive is the calcium 
salt of lactobionic acid (4-(/3, D-gaJac- 
tosido) -D-gluconic acid) produced by 
the oxidation of lactose.,
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(b) I t  is used or intended for use as 

a firming agent in dry pudding mixes at 
a level not greater than that required to 
accomplish the intended effect.
§ 172.725 Gibberellic acid and its po­

tassium salt.
The food additives gibberellic acid and 

its potassium salt may be used in the 
malting of barley in accordance with the 
following prescribed conditions:

(a) The additives meet the following 
specifications:

(1) The gibberellic acid is produced by 
deep-culture fermentation of a suitable 
nutrient medium by a strain of Fusarium 
moniliforme or a selection of this culture.

(2) The gibberellic acid produced is of 
80 percent purity or better.

(3) The empirical formula of gibberel­
lic acid is represented by C19H22O8.

(4) Potassium gibberellate is the po­
tassium salt of the specified gibberellic 
acid.

(5) The potassium gibberellate is of 80 
percent purity or better.

(6) The gibberellic acid or potassium 
gibberellate may be diluted with sub­
stances generally recognized as safe in 
foods or with salts of fatty acids con­
forming to § 172.863.

(b) They are used or intended for use 
in the malting of barley under condi­
tions whereby the amount of either or 
both additives present in the malt is not 
in excess of 2 parts per million expressed 
as gibberellic acid, and the treated malt 
is to be used in the production of fer­
mented malt beverages or distilled spirits 
only, whereby the finished distilled 
spirits contain none and the finished 
malt beverage contains not more than 
0.5 part per million of gibberellic aqid.

(e) To insure the safe use of the food 
additives the label of the package shall 
bear, in addition to the other informa­
tion required by the act:

(1) The name of the additive, “gib­
berellic acid” or “potassium gibberellate”, 
whichever is appropriate.

(2) An accurate statement of the con­
centration of the additive contained in 
the package.

(3) Adequate use directions to provide 
not more than 2 parts per million of 
gibberellic acid in the finished malt.

(4) Adequate labeling directions to 
provide that the final malt is properly 
labeled as described in paragraph (d) of 
this section.

(d) To insure the safe use of the addi­
tive the label of the treated malt shall 
bear, in addition to the other informa­
tion required by the act, the statements:

(1) “Contains not more than 2 parts
per million------ ------ ”, the blank being
filled in with the words “gibberellic acid” 
or “potassium gibberellate”, whichever 
is appropriate; and

(2) “Brewer’s malt—To be used in 
the production of fermented malt bev­
erages only” or “Distiller’s malt—To be 
used in the production of distilled spirits 
only”, whichever is appropriate.
§ 172.730 Potassium bromate.

The food additive potassium bromate 
may be safely used in the malting of bar­

ley under the following prescribed con­
ditions :

(a) (1) I t  is used or intended for use 
in the malting of barley under conditions 
whereby the amount of the additive 
present in the malt from the treatment 
does not exceed 75 parts per million of 
bromate (calculated as Br), and the 
treated malt is used only in the produc­
tion of fermented malt beverages or dis­
tilled spirits.

(2) The total residue of inorganic bro­
mides in fermented malt beveragqp, re­
sulting from the use of the treated malt 
plus additional residues of inorganic 
bromides that may be present from uses 
in accordance with other regulations in 
this chapter promulgated under sections 
408 and/or 409 of the act, does not ex­
ceed 25 parts per million of bromide 
(calculated as B r). No tolerance is estab­
lished for bromide in distilled spirits be­
cause there is evidence that inorganic 
bromides do not pass over in the distil­
lation process.

(b) To assure safe use of the additive, 
the label or labeling of the food additive 
shall bear, in addition to the other in­
formation required by the act, the fol­
lowing:

(1) The name of the additive.
(2) Adequate directions for use.
(c> To assure safe use of the additive, 

the label or labeling of the treated malt 
shall bear, in addition to other infor­
mation required by the act, the state­
ment, “Brewer’s Malt—To be used in the 
production of fermented malt beverages 
only”, or “Distiller’s Malt—To be used in 
the production of distilled spirits only”, 
whichever is the case.
§ 172.735 Glycerol ester of wood rosin.

Glycerol ester of wood rosin may be 
safely used in food in accordance with 
the following prescribed conditions:

(a) It has an acid number of 3 to 9, 
a drop-softening point of 88° C-96° C; 
and a color of N or paler as determined 
in accordance with Official Naval Stores 
Standards of the United States. It is 
purified by countercurrent steam distil­
lation.

(b) It is used to adjust the density of 
citrus oils used in the preparation of 
beverages whereby the amount of the 
additive does not exceed 100 parts per 
million of the finished beverage.
§ 172.755 Stearyl monoglyceridyl cit­

rate.
The food additive stearyl monoglyc­

eridyl citrate may be safely used in 
food in accordance with the following 
provisions:

(a) The additive is prepared by 
controlled chemical reaction of the 
following :

R e a c ta n t L im ita tio n s
Citric acid_______________________ __
Monoglycerides Prepared by the glycerol-

of fatty acids. ysis of edible fats and 
oils or derived from 
fatty acids conforming 
with § 172.860.

Stearyl alcohol-. Derived from fatty acids 
conforming with § 172.- 
860, or derived syn­
thetically in conform­
ity with § 172.864.

(b) The additive stearyl monoglyc­
eridyl citrate, produced as described 
under paragraph (a) of this section, 
meets the following specifications:
Acid number_________  40 to 52.
Total citric acid_______ 15 to 18 percent.
Saponification number__ 215-255.

(c) The additive is used or intended 
for use as an emulsion stabilizer in or 
with shortenings containing emulsifiers.
§ 172.765 Succistearin (stearoyl pro­

pylene glycol hydrogen succinate).
The food additive succistearin 

(stearoyl propylene glycol hydrogen suc­
cinate) may be safely used in food in ac­
cordance with the following prescribed 
conditions:

(a) The additive is the reaction prod­
uct of succinic anhydride, fully "hydro­
genated vegetable oil (predominantly 
C16 or C18 fatty acid chain length), and 
propylene glycol.

(b) The additive meets the following 
specifications:
Acid number 50-150.
Hydroxyl number 15-50.
Succinated ester content 45-75 percent.

(c) The additive is used or intended 
for use as an emulsifier in or with short­
enings and edible oils intended for use 
in cakes, cake mixes, fillings, icings, pas­
tries, and toppings, in accordance with 
good manufacturing practice.
§ 172.770 Ethylene oxide polymer.

The polymer of ethylene oxide may 
be safely used as a foam stabilizer in fer­
mented malt beverages in accordance 
with the following conditions.

(a) It is the polymer of ethylene 
oxide having a minimum viscosity of 
1,500 centipoises in a 1 percent aqueous 
solution at 25° C.

(b) It is used at a level not to exceed 
300 parts per million by weight of the 
fermented malt beverage.

(c) The label of the additive bears 
directions for use to insure compliance 
with paragraph (b) of this section.
§ 172.775 Methacrylic acid-divinylben- 

zene copolymer.
Methacrylic acid-divinylbenzene co­

polymer may be safely used in food in 
accordance with the following prescribed 
conditions:

(a) The additive is produced by the 
polymerization of methacrylic acid and 
divinylbenzene. The divinylbenzene func­
tions as a cross-linking agent and con­
stitutes a minimum of 4 percent of the 
polymer.

(b) Aqueous extractives from the ad­
ditive do not exceed 2 percent (dry basis) 
after 24 hours at 25° C.

(c) The additive is used as a carrier 
of vitamin Bi2 in foods for special dietary 
use.

• iSubpart I— Multipurpose Additives 
§ 172.802 Acetone peroxides.

The food additive acetone peroxides 
may be safely used in flour, and in bread 
and rolls where standards Of identity do 
not preclude its use, in accordance with 
the following prescribed conditions:
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(a) The additive is a mixture of mono­
meric and linear dimeric acetone perox­
ide, with minor proportions of higher 
polymers, manufactured by reaction of 
hydrogen peroxide and acetone.

(b) The additive may be mixed with 
an edible carrier to give a concentration 
of: (1) 3 grams to 10 grams of hydrogen 
peroxide equivalent per 100 grams of 
the additive, plus carrier, for use in flour 
maturing and bleaching; or (2) approx­
imately 0.75 gram of hydrogen peroxide 
equivalent per 100 grams of the additive, 
plus carrier, for use in dough condi­
tioning.

(c) It is used or intended for use: (1) 
In maturing and bleaching of flour in a 
quantity not more than sufficient for 
such effect; and (2) as a dough-condi­
tioning agent in bread and roll produc­
tion at not to exceed the quantity of 
hydrogen peroxide equivalent necessary 
for the artificial maturing effect.

(d) To insure safe use of the additive, 
the label of the food additive container 
and any intermediate premix thereof 
shall bear, in addition to the other in­
formation required by the act :

(1) The name of the additive, “ace­
tone peroxides”.

(2) The concentration of the additive 
expressed in hydrogen peroxide equiva­
lents per 100 grams>

(3) Adequate use directions to provide 
a final product that complies with the 
limitations prescribed in paragraph (c) 
of this section.
§ 172.804 Aspartame.

The food additive aspartame may be 
safely used in food in accordance with 
good manufacturing practice as a 
sweetening agent or for an authorized 
technological purpose in foods for which 
standards of identity established under 
section 401 of the act do not preclude 
such use under the following conditions:

(a) Aspartame is the chemical
| 1 -methyl IV-L-a-aspartyl-L-phenylala- 

nine (CuHttNaOs).
(b) The additive meets the following 

specifications:
(1) Not less than 98.0 percent and not 

more than the equivalent of 102.0 percent 
CuHisNzOs (aspartame), calculated on the 
dried basis (4 hours at 105° C), as t eter- 
mined by the following analytical 
method.

A p p a r a t u s

T itra tio n  vessel. Glass beaker or flask, 150 
milliliters.

B u ret. 50 milliliters with 0.1-milliliter 
gradations, equipped with tetrafluoroethyl- 

• ene polymer stopcock.
A lu m in u m  foil.
O ption a l eq u ip m e n t. Magnetic stirrer and 

tetrafluoroethylene polymer-coated magnetic- 
bar.

R e a g e n t s

j L ith iu m  m eta l.
M eth y l alcohol. Absolute, A.C.S. reagent 

grade.
B enzene. Anhydrous, A.C.S. reagent grade.
T hym ol b lue  (th ym o lsu lfo n ep h th a le in ) .  

A.C.S. reagent grade.
E th y l alcohol. 95 percent.
B enzoic acid. A.C.S. reagent grade, of speci­

fied purity dried at 80° C.

N -D im eth y lfo rm a m id e. A.C.S. reagent 
grade.

L ith iu m  m eth o x id e  so lu tion . 0.1 normal; 
dissolve 600 milligrams of lithium metal in 
150 milliliters of absolute methyl alcohol 
and 850 milliliters of benzene. Filter the solu­
tion if cloudy.

T h ym ol b lue  so lu tio n . Dissolve 100 milli­
grams of thymol blue in 100 milliliters of 95 
percent ethyl alcohol. Filter if necessary.

P r o c e d u r e

G eneral in s tru c tio n s . Perform in triplicate 
both the standardization of the lithium 
methoxide solution and the titration of the 
sample. Perform one titration of the solvent 
blank, i.e., N,lV-dimethylformamide. Cover 
the titration vessel with aluminum foil while 
dissolving the samples and throughout the 
titration to decrease carbon dioxide absorp­
tion.

T itra tio n  o f  so lven t blank. Add 35 milli­
liters of N,N-dimethylformamide to the 
titration vessel. Add 5 drops of the thymol 
blue solution and titrate the mixture with 
lithium methoxide solution to an end point 
indicated by a color change from yellow to 
blue.

D eterm in a tio n  o f n o rm a lity  o f th e  lith iu m  
m eth o x id e  so lu tion . Place a weighed sample 
of benzoic acid (approximately 80 milli­
grams) in the titration vessel, add 35 milli­
liters of JV^V-dimethylformamide and dissolve 
the sample. Add 5 drops of thymol blue solu­
tion to the dissolved sample and titrate with 
the lithium méthôxide solution to an end 
point indicated by a color change from yellow 
to blue.

T itra tio n  o f th e  aspartam e sam ple. Place a 
weighed sample of aspartame (approximately 
150 milligrams dried at 105° C for 4 hours 
and stored in a desiccator) in the titration 
vessel, add 35 milliliters of N,N-dimethyl- 
formamide and dissolve the sample. Add 5 
drops of thymol blue solution to the dis­
solved sample and titrate with the lithium 
methoxide solution to an end point indicated 
by a color change from yellow to blue.

C a l c u l a t i o n s

N^ — J.__ ' •(122.12) (S— B)
Percent aspart ame in sample=

(294.3). (A-B) W >aoo

Where:N =  Accurate normality of the lithium methoxide 
solution.S=Milliliters of lithium methoxide solution required to 
titrate the benzoic, acid.A=Milliliters of lithium methoxide solution required 
to titrate the aspartame sample.B =Milliliters of lithium methoxide Solution required 
to titrate the solvent blank.

3 = Milligrams of benzoic acid standard. E=Milligrams of aspartame sample.
(2) Specific rotation [al ^ , shall be

between +12.5° and +17.5°, calculated 
op. the dried basis (4 hours at 105° C) 
in accordance with the test for optical 
rotation described in the “Food Chemi­
cals Codex,” 2nd Ed. (1972),11 page 939. 
Weigh accurately about 4 grams of 
sample and dissolve it in sufficient 15N 
formic acid to make exactly 100 milli­
liters of solution, and complete the de­
termination of the rotation in a 100- 
millimeter tube within 30 minutes after 
preparing the solution.

(3) 5-Benzyl-3,6-dioxo-2-piperazine- 
acetic acid (diketopiperazine) not to ex-

51 Copies may be obtained from: The Na­
tional Academy of Sciences, 2101 Constitu­
tion Ave. NW., Washington, D.C. 20037.

ceed 2.0 percent as determined by the 
following analytical method:

A p p a r a t u s

Gas chrom atograph . With hydrogen flame 
ionization detector and designed for handling 
glass columns with on-column injection 
(Micro-Tek 220 or equivalent). Chromato­
graph conditions should be optimized to ob­
tain maximum resolution for the specific 
instrument used. To preclude buildup of 
silicon oxide, (dean the detector with acetone 
frequently. Approximate operating condi­
tions are:

Column temperature: 200° C.
Detector temperature: 275° C.
Inlet temperature: 200° O.
Carrier gas (helium) flow rate: 75 milli­

liters per minute.
Hydrogen and air flow to burner: Optimize 

to give maximum sensitivity.'
Sample size: 3 microliters.
Elution time: 7-9 minutes.
Recorder: 1 millivolt full scale (for the 

Micro-Tek 220, the attenuation is 16x10).
Chromatograph column: 6 feet x 4 milli­

meters I.D. glass column packed with OV-1 
on 80-100 mesh Supelcoport (Supelco, Inc., 
or equivalent). Condition the column over­
night at 250“ C before readjustment and 
equilibration to the operation conditions.

O ven . Capable of maintaining 80±1° O for 
30 minutes.

G lass m an ifo ld . Suitable for .evaporating 
samples to dryness over steam báth; the ap­
paratus may have an optional gas flow over 
the sample to enhance the rate of solvent 
evaporation.

Vials. 2-dram size with tetrafluoroethylene 
polymer-lined cap.

R e a g e n t s

N ,N -D im ethylform am ide. A.C.S. reagent' 
grade.

N , O -B is(tr im e th y ls ily l)  acetam ide.
S ily la tio n  reagen t. Dilute by volume three 

parts N,0-bis (trimethylsilyl) acetamide with 
two parts N,2V-dimethylformamide. Prepare 
fresh before use.

M eth yl alcohol. Anyhdrous, A.C.S. reagent 
grade.

5-B en zyl-3 ,6 -d ioxo-2 -p iperazin eacetic  acid. 
Specifications: Purity, not less than 99 per­
cent; minimum melting point, 243° C; 
specific rotation of a-1 percent solution (in 
acetic acid), between —9° and —11°; total 
impurities determined by thin layer chroma­
tography, less than 0.5 percent; impurities 
determined by gas chromatography, less than 
1 percent for any single, impurity. A sample of 
the reagent and test procedures for verifica­
tion of specifications may be obtained from 
Food Chemicals Codex, National Academy of 
Sciences, 2101 Constitution Ave., NW.. Wash­
ington, DC 20037.

P r o c e d u r e

P repara tion  of th e  standard . Place a 
weighed sample of 5-benzyl-3,6-dioxo-2-pi- 
perazineacetic acid (25 milligrams) into a 
50-milliliter volumetric flask. Add methyl al­
cohol to dissolve the solid standard and di­
lute to volume. Dilute a 10-milliliter portion 
of the above solution to 50 milliliters with 
methyl alcohol in . another 50-milliliter vol­
umetric flask. The concentration of this 
standard solution is 0.1 milligram per milli­
liter. Pipet 2 milliliters of the standard solu­
tion into a 2-dram • vial and evaporate the 
solvent to dryness. Add 1 milliliter of the 
silylation reagent to the dried sample, cap 
the vial tightly, shake and place in an 80° 
O ovep for 30 minutes. Remove from oven, 
shake vial 15 seconds and cool to room tem­
perature. Inject 3 microliters of this solu­
tion into the gas chromatograph and meas­
ure the peak height. The standard should be
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Injected either immediately before or after 
each sample for proper quantification.

p repara tion  o f th e  aspartam e sa m p le . Place 
a weighed sample of aspartame (approxi­
mately, 10 milligrams) into a 2-dram vial. 
Add 1 milliliter of silylation reagent to the

(c) The additive may be used as a 
sweetener in the following foods:

(1) Dry, free-flowing sugar substi­
tutes for table use (not to include use in 
cooking) in package units not to ex­
ceed the sweetening equivalent of 2 tea­
spoonfuls of sugar;

(2) Sugar substitute tablets for 
sweetening hot beverages, including cof­
fee and tea. L-leucine may be used as a 
lubricant in the manufacture of such 
tablets at a level not to exceed 3.5 per­
cent of the weight of the tablet.

(3) Cold breakfasts cereals.
(4) Chewing gum.
(5) Dry bases for: .
(i) Beverages.
(ii) Instant coffee and tea.
(iii) Gelatins, puddings, and fillings.
(iv) Dairy product analog toppings.
(d) The additive may be used as a 

flavor enhancer in chewing gum.
(e) To assure safe use of the additive, 

in addition to the other information re­
quired by the act:

(1) The principal display panel of any 
intermediate mix of the additive for 
manufacturing purposes shall bear a 
statement of the concentration of the 
additive contained therein:

(2) The label of any food containing
the additive shall bear, either on the 
principal display panel or on the infor­
mation panel, the following statement: 
PHENYLKETONURICS: CONTAINS
PHENYLALANINE
The statement shall appear in the label­
ing prominently and conspicuously as 
compared to other words, statements, de­
signs or devices and in bold type and 
on clear contrasting background in order 
to render it likely to be read and under­
stood by the ordinary individual under 
customary conditions of purchase and 
use.

(3) When the additive is used in a 
sugar substitute for table use, its label 
shall bear instructions not to use in cook­
ing or baking.

(f) If the food containing the additive 
purports to be or is represented for 
special dietary uses, it shall be labeled 
in compliance with Part 105 of this 
chapter.

Note: Section 172.804 (formerly § 121.1258) 
was stayed in its entirety at 40 FR 56907, 
Dec. 5, 1975.
§ 172.806 A zodicarbonam ide.

The food, additive azodicarbonamide 
may be safely used in food in accordance 
with the following prescribed conditions:

(a) i t  is used or intended for use:

vial, cap tightly, shake and place In an 80* 
C oven for 30 minutes. Remove from oven, 
shake vial 15 seconds and cool to room tem­
perature. Inject 3 microliters of this solution 
into the gas chromatograph and measure the 
subject compound peak height.

(1) As an aging and bleaching ingredi­
ent in cereal flour in an amount not to 
exceed 2.05 grams per 100 pounds of flour 
(0.0045 percent; 45 parts per million). .

(2) As a dough conditioner in bread 
baking in a total amount not to exceed 
0.0045 percent (45 parts per million) by 
weight of the flour used, including any 
quantity of azodicarbonamide added to 
flour in accordance with paragraph 
(a) (1) of this section.

(b) To assure safe use of the additive:
(1) The label and labeling of the ad­

ditive and any intermediate premix pre­
pared therefrom shall bear, in addition 
to the other information required by the 
act, the following:

(1) The name of the additive.
(ii) A statement of the concentration 

or the strength of the additive in any 
intermediate premixes.

(2) The label or labeling of the food 
additive shall also bear adequate direc­
tions for use.
§ 172.808 Copolymer condensates o f  

ethylene oxide and propylene oxide.
Copolymer condensates of. ethylene 

oxide and propylene oxide may be safely 
used in food under the following pre­
scribed conditions :

(a) The additive consists of one of the 
following:

(1) a-Hydro - omega - hydroxy - poly 
( oxyethylene) poly (oxypropylene) - (55- 
61 moles) poly(oxyethylene) block co­
polymer, having a molecular weight 
range of 9,760-13,200 and a cloud point 
above 100° C in 1 percent aqueous solu­
tion.

(2) a-Hydro - omega - hydroxy - poly
(oxyethylene) poly (oxypropylene) - (53- 
59 moles) poly (oxyethylene) (14 -  16
moles) block copolymer, having a molec­
ular weight range of 3,500-4,125 and 
a cloud point of 9° Ç-12° C in 10 per­
cent aqueous solution.

(3) a-Hydro-omegra-hydroxy-poly(ox­
yethylene) /  poly (oxypropylene) (mini­
mum 15 moles)/poly(oxyethylene) block 
copolymer, having a minimum average 
molecular weight of 1900 and a m inim um  
cloud point of 9° C-12° C in 10 percent 
aqueous solution.

(4) a-Hdyro-omega-hydroxy-poly(ox­
yethylene) poly (oxypropylene) -(51-57
moles) poly (oxyethylene) block copoly­
mer, having an average molecular weight 
of 14,000 and a cloud point above 100° C 
in 1 percent aqueous solution.

(b) The additive is used or intended 
for use as follows :

(1) The additive identified in para­
graph (a) (1) of this section is used in

accordance with good manufacturing 
practice as a solubilizing and stabilizing 
agent in flavor concentrates (contain­
ing authorized flavoring oils) for use in 
foods for which standards of identity 
established under section 401 of the act 
do not preclude such use, provided that 
the weight of the additive does not ex­
ceed the weight of the flavoring oils in 
the flavor concentrate.

(2) The additive identified in para­
graph (a) (2) of this section is used as a 
processing aid and wetting agent in com­
bination with dioctyl sodium sulfosucci- 
nate for fumaric acid as prescribed in 
§ 172.810.

(3) The additive identified in para­
graph (a) (3) of this section is used as a 
surfactant and defoaming agent, at levels 
not to exceed 0.05 percent by weight, in 
scald baths for poultry defeathering, fol­
lowed by potable water rinse. The tem­
peratures of the scald baths shall be not 
less than 125° F.

(4) The additive identified in para­
graph (a) (4) of this section is used as a 
dough conditioner in, yeast-leavened 
bakery products for which standards of 
identity established under section 401 of 
the act do not preclude such úse, pro­
vided that the amount of the additive 
dose not exceed 0.5 percent by weight of 
the flour used.
§ 172.810 Dioctyl sodium  sulfosucei- 

nate .
The food additive dioctyl sodium sul- 

fosuccinate which meets the specifica­
tions of the Food Chemicals Codex may 
be safely used in food in accordance 
with the following prescribed conditions:

(a) As a wetting agent in the follow­
ing fumaric acid-acidulated foods: Dry 
gelatin dessert, dry beverage base, and 
fruit juice drinks, when standards of 
identity do not preclude such use. The 
labeling of the dry gelatin dessert and 
dry beverage base shall bear adequate 
directions for use, and the additive shall 
be used in such an amount that the fin­
ished gelatin dessert will contain not in 
excess of 15 parts per million of the addi­
tive .and the finished beverage or fruit 
juice drink will contain not in excess of 
10 parts per million of the additive.

(b) As a processing aid in sugar fac­
tories in the production of unrefined 
cane sugar, in an amount not in excess 
of 0.5 part per million of the additive per 
percentage point of sucrose in the juice, 
syrup, or massecuite being processed, 
and so used that the final molasses will 
contain no more than 25 parts per mil­
lion of the additive.

(c) As a solubilizing agent on gums 
and hydrophilic colloids to be used in 
food as stabilizing and thickening agents, 
when standards of identity do not pre­
clude such use. The additive is used in 
an amount not to exceed 0.5 percent by 
weight of the gums or hydrophilic 
colloids.

(d) As an emulsifying agent for cocoa 
fat in noncarbonated beverages contain­
ing cocoa, whereby the amount of the 
additive does not exceed 25 parts per 
million of the finished beverage.

(e) As a dispersing agent in “cocoa 
with dioctyl sodium sulfosuccinate for

Calculation

Milligrams of 5-benzyl-3,6-dioxo-2-piperazineacetic acid, peak height of aspartame sample „in aspartame--— , , .— 3----K - X0.2peak height of standard sample
Percent 5-benzyl-3,6-dioxo-2-piperazineacetic acid in____,__ milligrams of subject compound in aspartame^,^aspartame — —  -------——— -— —■ ■ 1 . - ■■ .— x  luu.milligrams of aspartame sample
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manufacturing” that conforms to the 
provisions of §163.117 of this chapter 
and the use limitations prescribed in 
§ 172.520, in an amount not to exceed 
0.4 percent by weight thereof.

(f) As a processing aid and wetting 
agent in combination with a-hydro- 
omega-hydroxy - poly(oxyethylene)poly- 
(oxypropylene) (53-59 moles) polyioxy- 
ethylene) (14-16 moles) block copolymer, 
having a molecular weight range of 
3,500-4,125 and a cloud point of 9° C-12° 
C in 10 percent aqueous solution, for 
fumaric acid used in fumaric acid-acid­
ulated dry beverage base and in fumaric 
acid-acidulated fruit juice drinks, when 
standards of identity do not preclude 
such use. The labeling of the dry bever­
age base shall bear adequate directions 
for use, and the additives shall be used 
in such an amount that the finished 
beverage or fruit juice drink will contain 
not in excess of a total of 10 parts per 
million of the dioctyl sodium sulfosuc- 
cinate-block copolymer combination.
§ 172.812 Glycine.

The food additive glycine may be 
safely used for technological purposes 
in food in accordance with the following 
prescribed conditions:

(a) The additive complies with the 
specifications prescribed in "Food Chem­
icals Codex," National Academy of Sci- 
ences/National Research Council (NAS/ 
NRC) 2d edition (1972).“

(b) The additive is used or intended 
for use as follows:

Uses
A s a masking agent 

for the bitter 
aftertaste of sac­
charin used in 
m anufactured 
beverages and 
beverage bases.

As a stabilizer in 
mono- and di­
glycerides pre­
pared by the glyc- 
erolysls of edible 
fats or oils.
(c) To assure safe use of the additive, 

in addition to the other information 
required by the act:

(1) The labeling of the additive shall 
bear adequate directions for use of the 
additive in compliance with the provi­
sions of this section.

(2) The labeling of beverage bases 
containing the additive shall bear ade­
quate directions for use to provide that 
beverages v prepared therefrom shall 
contain no more than 0.2 percent glycine.
§ 172.814 Hydroxylated lecithin.

The food additive hydroxylated leci­
thin may be safely used as an emulsifier 
in foods in accordance with the following 
conditions:

(a) The additive is obtained by the 
treatment of lecithin in one of the fol­
lowing ways, under controlled conditions 
whereby the separated fatty acid frac­
tion of the resultant product has an 
acetyl value of 30 to 38:

“ Copies may be obtained from: The Na­
tional Academy of Sciences, 2101 Constitu­
tion Ave. NW„ Washington, D.C. 20037.
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(1) With hydrogen peroxide, benzoyl 
peroxide, lactic acid, and sodium 
hydroxide.

(2) With hydrogen peroxide, acetic 
acid, and sodium hydroxide.

(b) It is used or intended for use, in 
accordance with good manufacturing 
practice, as an emulsifier in foods, except 
for those standardized foods that do not 
provide for such use.

(c) To assure safe use of the additive, 
the label of the food additive container 
shall bear, in addition to the other 
information required by the act:

(1) The name of the additive, “hy­
droxylated lecithin”.

(2) Adequate directions for its use.
§ 172.816 Methyl glucoside-coconut oil 

ester,
Methyl glucoside-coconut oil ester may 

be safely used in food in accordance with 
the following conditions:

(a) It is the  methyl glucoside-coconut 
oil ester having the following specifica­
tions:
Acid number______________ __ 10-20.
Hydroxyl number   _ ;-----------  200-300.
pH (5% aqueous)__________ _ 4.8-6.0.
Saponification number______ _— 178-190.

(b) It is used or intended for use as 
follows:

(1) As an aid in crystallization of su­
crose and dextrose at a level not to ex­
ceed the minimum quantity required to 
produce its intended effect.

(2) As a surfactant in molasses a t a 
level not to exceed 320 parts per million 
in the molasses.
§ 172.818 Oxystearin.

The food additive oxystearin'may be 
safely used in foods, when such use is 
not precluded by standards of identity 
in accordance with the following condi­
tions. 1

(a) The additive is a mixture of the 
glycerides of partially oxidized stearic 
and other fatty acids obtained by heat­
ing hydrogenated cottonseed or soybean 
oil under controlled conditions, in the 
presence of air and a suitable catalyst 
which is not a food additive as so defined. 
The resultant product meets the follow-
ing specifications:
Acid number___ -_______  Maximum 15.
Iodine number__________ Maximum 15.
Saponification number___  225-240.
Hydroxyl number________ 30-45.
tJnsaponiflable matérial-.__ Maximum 0.8

percent.
Refractive index (butyro).. 60 ± 1 at 48®

C.
(b) It is used or intended for use as a 

crystallization inhibitor in vegetable oils 
and as a release agent in vegetable oils 
and vegetable shortenings, whereby the 
additive does not exceed 0.125 percent 
of the combined weight of the oil or 
shortening.

(c) To insure safe use of the additive, 
the label and labeling of the additive 
container shall bear, in addition to the 
other information required by the act:

(1) The name of the additive.
(2) Adequate directions to provide an 

oil or shortening that complies with the 
limitations prescribed in paragraph- (b) 
of this section.

L im ita tio n s  
Not to exceed 0.2 per­

cent in the finished 
beverage.

Not to exceed 0.02 
percent of the 
mono- and diglyc­
erides.

§ 172.820 Polyethylene glycol (mean 
molecular weight 200—9 ,5 0 0 ).

Polyethylene glycol identified in this 
section may be safely used in food in 
accordance with the following prescribed 
Conditions:

(a) Identity. (1) The additive is an 
addition polymer of ethylene oxide and 
water with a mean molecular weight of 
200 to 9,500.

(2) It contains no more than 0.2 per­
cent total by weight of ethylene and di­
ethylene glycols when tested by the ana­
lytical methods prescribed in paragraph
(b) of this section.

(b) Analytical method. (1) The ana­
lytical method prescribed in the U.S.P. 
XVII for polyethylene glycol 400 shall be 
used to determine the total ethylene and 
diethylene glycol content of polyethylene 
glycols having mean molecular weights 
of 450 or higher.

(2) The following analytical method 
shall be used to determine the total eth­
ylene and diethylene glycol content of 
polyethylene glycols having mean molec­
ular weights below 450.

A n a l y t i c a l  M e t h o d

ET H Y L E N E  GLYCOL AND D IETH Y L EN E GLYCOL 
C O N TE N T O F PO LY ET H Y LEN E GLYCOLS

The analytical method for determining 
ethylene glycol and diethylene glycol is as 
follows:

A P P A R A T U S
Gas chromatograph with hydrogen flame 

ionization detector (Varian Aerograph 600 
D or equivalent). The following conditions 
shall be employed with the Varian Aerograph 
600 D gas chromatograph:

Column teinperature: 165° C.
Inlet temperature: 260® C.
Carrier gas (nitrogen) flow rate: 70 millili­

ters per minute.
Hydrogen and air flow to burner: Optimize 

to give maximum sensitivity.
Sample size: 2 microliters.
Elution time: Ethylene glycol: 2.0 minutes. 

Diethylene glycol: 6.5 minutes.
Recorder: —0.5 to +1.05 millivolt, full 

span, 1 second full response time.
Syringe: 10-microliter (Hamilton 710 N or 

equivalent).
Chromatograph column: 5 feet x % inch.

I.D. stainless steel tube packed with sorbitol 
(Mathieson-'Coleman-Bell 2768 Sorbitol 
SX850, or equivalent) 12 percent in HaO by 
weight on 60-80 mesh nonacid washed dia- 
tomaceous earth (Chromosorb W. Johns.* 
Manville, or equivalent).

REAGENTS AND MATERIALS
Carrier gas, nitrogen: Commercial grade in 

cylinder equipped with reducing regulator to 
provide 50 p.s.i.g. to the gas chromatograph.

Ethylene glycol: Commercial grade. Purify 
if necessary, by distillation. '

Diethylene glycol: Commercial grade. Pu­
rify, if necessary, by distillation.

Glycol standards: Prepare chromatog­
raphic standards by dissolving known 
amounts of ethylene glycol and diethylene 
glycol in water. Suitable concentrations for 
Standardization range from 1 to 6 milli­
grams of each component per milliliter (for 
example 10 milligrams diluted to volume in 
a 10-milliliter volumetric flask is equivalent 
to 1 milligram per milliliter).

ST A N D A R D IZ A T IO N
Inject a 2-microliter aliquot of the glycol 

standard into the gas chromatograph em­
ploying the conditions described above. Meas­
ure the net peak heights for the ethylene g y-

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



ifuttS a n d  Reg u la tio n s 14513
col and for the diethylene glycol. Record the 
values as follows:

A = Peak height in millimeters of the 
ethylene glycol peak.

B=milligrams of ethylene glycol per mil­
liliter of standard solution.

<7 =Peak height in millimeters of the di­
ethylene glycol peak.

D=Milligrams of diethylene glycol per mil­
liliter of standard solution.

PROCEDURE
Weigh approximately 4 grams of poly­

ethylene glycol sample accurately into a 10- 
milliliter volumetric flask. Dilute to volume 
with water. Mix the solution thoroughly and 
inject a 2-microliter aliquot into the gas 
chromatograph. Measure the heights, in 
millimeters, of the ethylene glycol peak and 
of the diethylene glycol peak and record as 
E and F, respectively.

Percent ethylene glycol=-7-77----.— ;— >—A  X  sample weight in grams
p x DPercent diethylene glycol = 77— ---- — ■■:■■■■ j----.—  ----C X sample weight in grams

(c) Uses. I t may be used, except in 
milk or preparations intended for addi­
tion to milk, as follows:

(1) As a coating, binder, plasticizing 
agent, and/or lubricant in tablets used 
for food.

(2) As an adjuvant to improve flavor 
and as a bodying agent in nonnutritive 
sweeteners identified in § 180.37 of this 
chapter.

(3) As an adjuvant in dispersing vita­
min and/or mineral preparations.

(4) As a coating on sodium nitrite to 
inhibit hygroscopic properties.

(d) Limitations. (1) It is used in an 
amount not greater than that required to 
produce the intended physical or techni­
cal effect.

(2) A tolerance of zero is established 
for residues of polyethylene glycol in 
milk.
§ 172.822 Sodium  laury l sulfate.

The food additive sodium lauryl sul­
fate may be safely used in food in ac­
cordance with the following conditions:

(a) The additive meets the following 
specifications:

(1) It is a mixture of sodium alkyl 
sulfates consisting chiefly of sodium 
lauryl sulfate [ CH, (CH2) «CHsOSOaNa ].

(2) It has a minimum content of 90 
percent sodium alkyl sulfates.

(b) It is used or intended for use:
(1) As an emulsifier in or with egg 

whites whereby the additive does not 
exceed the following limits:

Egg white solids, 1,000 parts per million.
Frozen egg whites, 125 parts per million.
Liquid egg whites, 125 parts per million.
(2) As a whipping agent at a level not 

to exceed 0.5 percent by weight of gela­
tine used in the preparation of marsh­
mallows.

(3) As a surfactant in:
(i) Pumaric acid-acidulated dry bev­

erage base whereby the additive does not 
exceed 25 parts per million of the finished 
beverage and such beverage base is not 
for use in a food for which a standard 
of identity established under section 401 
of the act precludes such use.

(ii) Pumaric acid-acidulated fruit 
juice drinks whereby the additive does 
not exceed 25 parts per million of the 
finished fruit juice drink and it is not 
used in a fruit juice drink for which a 
standard of identity established under 
section 401 of the act precludes such use.

(cl To insure the safe use of the ad­
ditive, the label of the food additive con­

tainer shall bear, in addition to the other 
information required by the act:

(1) The name of the additive, sodium 
lauryl sulfate. ,

(2) Adequate use directions to provide 
a final product that complies with the 
limitations prescribed in paragraph (b) 
of this section.
§ 172.824 Sodium mono- and dimethyl 

naphthalene sulfonates.
The food additive sodium mono- and 

dimethyl naphthalene sulfonates may be 
safely used in accordance with the fol­
lowing prescribed conditions:

(a) The additive has a molecular 
weight range of 245-260.

(b) The additive is used or intended 
for use:

(1) In the crystallization of sodium 
carbonate in an amount not to exceed 
250 parts per million of the sodium car­
bonate. Such sodium carbonate is used 
or intended for use in potable water sys­
tems to reduce hardness and aid in sedi-

' mentation and coagulation by raising 
the pH for the efficient utilization of 
other coagulation materials.

(2) As an anticaking agent in sodium 
nitrite at a level not in excess of 0.1 per­
cent by weight thereof for authorized 
uses in cured fish and meat.

(3) In the washing or to assist in the 
lye peeling of fruits and vegetables as 
prescribed in § 173.315 of this chapter.

(c) In addition to the general labeling 
requirements of the act:

(1) Sodium carbonate produced in ac­
cordance with paragraph (b) (1) of this 
section shall be labeled to show the pres­
ence of the additive and its label or 
labeling shall bear adequate directions 
for use.

(2) Sodium nitrite produced in ac­
cordance with paragraph (b) (2) of this 
section shall bear the labeling required 
by § 172.175 and a statement declaring 
the presence of sodium mono- and di­
methyl naphthalene sulfonates.
§ 172.826 Sodium stearyl fumarate.

Sodium stearyl fumarate may be safely 
used in food in accordance with the 
following conditions:

(a) It contains not less than 99 per­
cent sodium stearyl fumarate calculated 
on the anhydrous basis, and not more 
than 0.25 percent sodium stearyl maleate.

(b) The additive is used or intended 
for use:

(1) As a dough conditioner in yeast- 
leavened bakery products in an amount

not to exceed 0.5 percent by weight of 
the flour used. '

(2) As a conditioning agent in dehy­
drated potatoes in an amount not to ex­
ceed 1 percent by weight thereof.

(3) As a stabilizing agent in non­
yeast-leavened bakery products in an 
amount not to exceed 1 percent by weight 
of the flour used.

(4) As a conditioning agent in proc­
essed cereals for cooking in an amount 
not to exceed 1 percent by weight of the 
dry cereal, except for foods for which 
standards of identity preclude such use.

(5) As a conditioning agent in starch- 
thickened or flour-thickened foods in an 
amount not to exceed 0.2 percent by 
weight of the food.
§ 172.828 Acetylated monoglycerides.

The food additive acetylated monoglyc­
erides may be safely used in or on food 
in accordance with the following pre­
scribed conditions:

(a) The additive is manufactured by:
(1) The interesterification of edible 

fats with triacetin and in the presence of 
catalytic agents that are not food addi­
tives or are authorized by regulation, 
followed by a molecular distillation or 
by steam stripping; or

(2) The direct acetylation of edible 
monoglycerides with acetic anhydride

' without the use of catalyst or molecular 
distillation, and 'with the removal by 
vacuum distillation, if necessary, of the 
acetic acid, acetic anhydride, and tri­
acetin.

(b) The food additive has a Reichert- 
Meissl value of 75-150 and an acid value 
of less than 6.

(c) The food additive is used at a level 
not in excess of the amount reasonably 
required to produce its intended effect 
in food, or in food-processing, food­
packing, or food-storage equipment.
§ 172.830 Succinylated monoglycerides.

The food additive succinylated mono- 
glycerides may be safely used in food in 
accordance with the following prescribed 
conditions:
. (a) The additive is a mixture of semi- 

and neutral succinic acid esters of mono- 
and diglycerides produced by the suc- 
cinylation of a product obtained by the 
glycerolysis of edible fats and oils, or by 
the direct esterification of glycerol with 
edible fat-forming fatty acids.

(b) The additive meets the following 
specifications:
Succinic acid content_____ 14.8%-25 6%
Melting point/._,---- _____ 50° C-600 C
Acid number /_  _____  70-120.

(c) The additive is used or intended 
for use in the following foods:

(1) As an emulsifier in liquid and plas­
tic shortenings at a level not to exceed 
3 percent by weight of the shortening.

(2) As a dough conditioner in bread 
baking, when such use is permitted by ah 
appropriate food standard, at a level not 
to exceed 0.5 percent by weight of the 
flour used.
§ 172.832 Monoglyceride citrate.

A food additive that is a mixture of 
glyceryl monooleate and its citric acid

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



14514 RULES AND REGULATIONS

monoester manufactured by the reaction 
of glyceryl monooleate with citric acid 
under controlled conditions may be 
safely used as a synergist and solubilizer 
for antioxidants in oils and fats, When 
used in accordance with the conditions 
prescribed in this section.

(a) The food additive meets the fol­
lowing specifications:

Acid number, 70-100.
Total citric acid (free and combined), 14 

percent-17 percent.
(b) It is used, or intended for use, in. 

antioxidant formulations for addition to 
oils and fats whereby the additive does 
not exceed 200 parts per million of the 
combined weight of the oil or fa t and 
the additive.

(c) To assure safe use of the additive:
(1) The container label shall bear, in 

addition to the other information re­
quired by the act, the name of the 
additive.

(2) The label or accompanying label­
ing shall bear adequate directions for 
the use of the additive which, if followed, 
will result in a food that complies with 
the requirements of this section.
§ 172.834 Etlioxylated mono- and di­

glycerides.
The food additive ethoxylated mono- 

and diglycerides (polyoxyethylene (20) 
mono- and diglycerides of fatty acids) 
(polyglycerate 60) [Chemical Abstracts 
Service Registry No. 977051-30-11 may 
be safely used in food in accordance with 
the following prescribed conditions:

(a) The food additive is manufactured 
by:

(1) Glycerolysis of edible fats pri­
marily composed of stearic, palmitic, and 
myristic acids; or

(2) Direct esterification .of glycerol 
with a mixture of primarily stearic, 
palmitic, and myristic acids;
to yield a product with less than 0.3 acid 
number and less than 0.2 percent water, 
which is then reacted with ethylene 
oxide,

(b) The additive meets the following 
specifications:
Saponification number, 65-75.
Acid number, 0-2.
Hydroxyl number, 65-80.
Oxyethylene content, 60.5-65.0 percent.

(c) The additive is used or intended 
for use in the following foods when 
standards of identity established under 
section 401 of the act do not preclude 
such use:

use
1. As a dough condi­

tioner in yeast- 
leavened bakfery 
products.

2. As an emulsifier in
cakes and cake 
mixes. *

8. As an emulsifier in 
whipped vegeta­
ble oil toppings 
an d  t o p p i n g  
mixes.

L im ita tio n s  
Not to exceed 0.5 

percent by weight 
of the flour used.

Not to exceed 0.5 
percent by weight 
of the dry ingrédi­
ents.

Not to exceed 0.45 
percent by weight 
of the finished 
whipped vegetable 
oil toppings.

Use
4. As an emulsifier in

icings and Icing 
mixes.

5. As an emulsifier in
frozen desserts.

6. As an emulsifier in 
edible vegetable 
fat-water emul­
sions intended 
for use as substi­
tutes for milk or 
cream in bever­
age coffee.

iL im ita tio n s
Not to exceed 0.5 

percent by weight 
of the finished 
icings.

Not to exceed 0.2 
percent by weight 
of the finished 
frozen desserts.

Not to exceed 0.4 
percent by weight 
of the finished 
vegetable fat-wa­
ter emulsions.

(d) When the name “polyglycerate 
60” is used in labeling it shall be followed 
by either “polyoxyethylene (20) mono- 
and diglycerides of fatty acids” or “eth- 
oxylated mono- and diglycerides” in pa­
rentheses.
§ 172.836 Polysorbate 60.

The food additive polysorbate 60 
(polyoxyethylene T20) sorbitan mono­
stearate) which is. a mixture of polyoxy­
ethylene ethers of mixed partial stearic 
and palmitic acid esters of sorbitol an­
hydrides and related compounds, may be 
safely used in food in accordance with 
the following prescribed conditions-

(a) The food additive is manufactured 
by reacting stearic acid (usually con­
taining associated fatty acids, chiefly 
palmitic) with sorbitol to yield a product 
with a maximum acid number of 10 and 
a maximum water content of 0.2 percent, 
which is then reacted with ethylene 
oxide.

(b) The food additive meets the fol­
lowing specifications:

Saponification number 45-55.
Acid number 0-2. ■ „ ■
Hydroxyl number 81-96.
Oxyethylene content 65 percent-69.5 per­

cent.
(c) i r i s  used or intended for use as 

follows:
(1) As an emulsifier in whipped vege­

table oil topping with or without one or 
a combination of the following:

(1) Sorbitan monostearate;
(ii) Polysorbate 65;
(iii) Polysorbate 80;

whereby the maximum amount of the 
additive or additives used does not ex­
ceed 0.4 percent of the weight of the 
finished whipped vegetable oil topping; 
except that a combination of the addi­
tive with sorbitan monostearate may be 
used in excess of 0.4 percent, provided 
that the amount of the additive does not 
exceed 0.77 percent and the amount of 
sorbitan monostearate does not exceed 
0.27 percent of the weight of the finished 
whipped vegetable oil topping.

(2) As an emulsifier in cakes and cakê  
mixes, with or without one or a com­
bination of the following:

(i) Polysorbate 65.
(ii) Sorbitan monostearate.

When used alone, the maximum amount 
of polysorbate 60 shall not exceed 0.46 
percent of the cake or cake mix, on a 
dry-weight basis. When used with poly-

sorbate 65 and/or sorbitan monostearate, 
it shall not exceed 0.46 percent, nor shall 
th£ polysorbate 65 exceed 0.32 percent 
or the sorbitan monostearate exceed 0.61 
percent, and no combination of these 
emulsifiers shall exceed 0.66 percent of 
the cake or cake mix, all calculated on a 
dry-weight basis,

(3) As an emulsifier, alone or in com­
bination with sorbitan monostearate, in 
nonstandardized confectionery coatings 
and standardized cacao products speci- J 
fled in §§ 163.123, 163.130, 163.135,
163.140, 163.145, and 163.150 of this chap- . 
ter, as follows:

(i) I t  is used alone in an amount not 
to exceed 0.5 percent of the weight of 
the finished nonstandardized confection­
ery coating or standardized cacao prod­
uct.

(ii) It is used -With sorbitan mono­
stearate in any combination of up to 0.5 
percent of polysorbate 60 and up to 1 
percent of sorbitan monostearate: Pro­
vided, That the total combination does 
not exceed 1 percent of the weight of the 
finished nonstandardized confectionery 
coating or standardized cacao product.

(4) [Reserved]
(5) As an emulsifier in cake icings and 

cake fillings, with or without one or a 
combination of the following:

(i) Polysorbate 65.
(ii) Sorbitan monostearate.

When used alone, the maximum amount 
of polysorbate 60 shall not exceed 0.46 
percent of the weight of the cake icings 
and cake fillings. When used with poly­
sorbate 65 and/or sorbitan monostearate, 
it shall not exceed 0.46 percent, nor shall 
the polysorbate 65 exceed 0.32 percent or 
the sorbitan monostearate exceed 0.7 
percent, and no combination of these 
emulsifiers shall exceed 1 percent of the 
weight of the cake icing or cake filling.

(6) To impart greater opacity to 
sugar-type confection coatings whereby 
the maximum amount of the additive 
does not exceed 0.2 percent of the weight 
of the finished sugar coating.

(7) As an emulsifier in nonstandard­
ized dressings whereby the maximum 
amount of the additive does not exceed 
0.3 percent of the weight of the finished 
dressings.

(8) As an emulsifier, alone or in com­
bination with polysorbate 80, in shorten­
ings and edible oils intended for use in 
nonstandardized baked goods, baking 
mixes, icings, fillings, and toppings, and 
in the frying of foods, as follows:

(i) It is used alone in an amount not 
to exceed 1 percent of the weight of 
the finished shortening or oil.

(ii) I t is used with polysorbate 80 m 
any combination providing no more than 
1 percent of polysorbate 60 and no more 
than 1 percent of polysorbate 80, pro­
vided that the total combination does 
not exceed 1 percent of the finished 
shortening or

(iii) The 1- 
in paragraph 
section may be exceeded in premix con­
centrates of shortening or edible oil u 
the labeling complies with the require­
ments of paragraph (d) of this section.

percent limitation-specified
(c) (8) (i) and (ii) of this
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(9) As an emulsifier in solid-state,
edible vegetable fat-water emulsions in­
tended for use as substitutes for milk 
or cream in beverage coffee, with or with­
out one or a combination of the follow­
ing: , *

(i) Polysorbate 65.
(ii) Sorbitan monostearate.

The maximum amount of the additive 
or additives shall not exceed 0.4 percent 
by weight of the finished edible vegetable 
fat-water emulsion.

(10) As a foaming agent in nonalco­
holic mixes, to be added to alcoholic 
beverages in the preparation of mixed 
alcoholic drinks, at a level not to exceed
4.5 percent by weight of the nonalco­
holic mix.

(11) As a dough conditioner in yeast- 
leavened bakery products in an amount 
not to exceed 0.5 percent by weight of 
the flour used.

(12) As an emulsifier, alone or in com­
bination with sorbitan monostearate, in 
the minimum quantity required to ac­
complish the intended effect, in formu­
lations of white mineral oil conforming 
with § 172.878 and/or petroleum wax 
conforming with § 172.886 for use as 
protective coatings on raw fruits and 
vegetables.

(13) As a dispersing agent in artifi­
cially sweetened gelatin desserts and in 
artificially sweetened geiatin dessert 
mixes, whereby the amount of the addi­
tive does not exceed 0.5 percent on a dry- 
weight basis.

(14) As an emulsifier in chocolate flav­
ored syrups, whereby the maximum 
amount of the additive does not exceed 
0.05 percent in the finished product.

(d) To assure safe use of the additive, 
in addition to the other information re­
quired by the act:

(1) The label of the additive and any 
intermediate premixes shall bear:

(1) The name of the additive.
(ii) A statement of the concentra­

tion or strength of the additive in any 
intermediate premixes.

(2) The label or labeling shall bear 
adequate directions to provide a final 
product that complies with the limita­
tions prescribed in paragraph (c) of this 
section.
§ 172.838 Polysorbate 65.

The food additive polysorbate 65 (poly­
oxyethylene (20> sorbitan tristearate), 
which is a mixture of polyoxyethylene 
ethers of mixed stearic acid esters of sor­
bitol anhydrides and related compounds, 
may be safely used in food in accord­
ance with the following prescribed con­
ditions:

(a) The food additive is manufactured 
by reacting stearic acid (usually con­
taining associated fatty acids, chiefly 
palmitic) with sorbitol to yield a prod­
uct with a maximum acid number of 15 
and a maximum water content of 0.2 
percent, which is then reacted with 
ethylene oxide.

(b) The food additive meets the fol­
lowing specifications:

Saponification num ber 88-98.
Acid nuinber 0-2.
Hydroxyl num ber 44-60.
Oxyethylene content 46 percent-50 percent.
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(c) The additive is used, or intended 
for use, as follows:

(1) As an emulsifier in ice cream, 
frozen custard, ice milk, fruit sherbet 
and nonstandardized frozen desserts 
when used alone or in combination with 
polysorbate 80, whereby the maximum 
amount of the additives, alone or in com­
bination, does not exceed 0.1 percent of 
the finished frozen dessert.

(2) As an emulsifier in cakes and cake 
mixes, with or without one or a combina­
tion of the following:

(i) Sorbitan monostearate.
(ii) Polysorbate 60.

When used alone, the maximum amount 
of polysorbate 65 shall not exceed 0.32 
percent of the cake or cake mix, on a 
dry-weight basis. When used with sor­
bitan monostearate and/or polysorbate 
60, it shall not exceed 0.32 percent, nor 
shall the sorbitan monostearate exceed 
0.61 percent or the polysorbate 60 exceed 
0.46 percent, and ho combination of these 
emulsifiers shall exceed 0.66 percent of 
the cake or cake mix, all calculated on a 
dry-weight basis.

(3) As an emulsifier in whipped vege­
table oil topping with or without one or 
a combination of the following:

(i) Sorbitan monostearate;
(ii) Polysorbate 60;

whereby the maximum amount of the 
additive or additives used does not ex­
ceed 0.4 percent of the weight of the 
finished whipped vegetable oil topping.

(iii) Polysorbate 80;
(4) As an emulsifier in solid-state, 

edible vegetable fat-water emulsions in­
tended for use as substitutes for milk or 
cream in beverage coffee, with or with­
out one or a combination of the follow­
ing:

(i) Sorbitan monostearate.
(ii) Polysorbate 60.

The maximum amount" of the additive 
or additives shall not exceed 0.4 percent 
by weight of the finished edible vegetable 
fat-water emulsion.

(5) As an emulsifier in cake icings and 
cake fillings, with or without one or a 
combination of the following:

(i) Sorbitan monostearate.
(ii) Polysorbate 60.

When used alone, the maximum amount 
of polysorbate 65 shall not exceed 0.32 
percent of the weight of the cake icing 
or cake filling. When used with sorbitan 
monostearate and/or polysorbate 60, it 
shall not exceed 0.32 percent, nor shall 
the sorbitan monostearate exceed 0.7 
percent or the polysorbate 60 exceed 0.46 
percent, and no combination of these 
emulsifiers shall exceed 1 percent of the 
weight of the cake icing or cake filling.

(d) To assure safe use of the additive, 
in addition to the other information 
required by the act:

(1) The label of the additive and any 
intermediate premixes shall bear:

(1) The name of the additive.
(ii) A statement of the concentration 

or strength of the additive in any inter­
mediate premixes.

(2) The label or labeling shall bear 
adequate directions to provide a final 
product that complies with the limita-
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tions prescribed in paragraph (c) of this 
section.
§ 172.840 Polysorbate 80.

The food additive polysorbate 80 (poly­
oxyethylene (20) sorbitan monooleate), 
which is a mixture of polyoxyethylene 
ethers of mixed partial oleic acid esters 
of sorbitol anhydrides and related com­
pounds, may be safely used in food in ac­
cordance with the following prescribed 
conditions:

(a) The food additive is manufactured 
by reacting oleic acid (usually containing 
associated fatty acids) with sorbitol to 
yield a product with a maximum acid 
number of 7.5 and a maximum water 
content of 0.5 percent, which is then re­
acted with ethylene oxide.

(b) The food additive meets the fol­
lowing specifications:

Saponification number 45-55.
Acid number 0-2.
Hydroxyl number 65-80.
Oxyethylene content 65 percent-69.5 

percent.
(c) The additive is used or intended 

for use as follows:
(1) An emulsifier in ice cream, frozen 

custard, ice milk, fruit sherbet, and non­
standardized frozen desserts, when used 
alone or in combination with polysorbate 
65 whereby the maximum amount of the 
additives, alone or in combination, does 
not exceed 0.1 percent of the finished 
frozen dessert.

(2) In yeast-defoamer formulations* 
whereby the maximum amount of the 
additive does not exceed 4 percent of 
the finished yeast defoamer and the 
maximum amount of the additive in the 
yeast from such use does not exceed 4 
parts per million.

(3) As a solubilizing and dispersing 
agent in pickles and pickle products, 
whereby the maximum amount of the 
additive does not exceed 500 parts per 
million.

(4) As a solubilizing and dispersing 
agent in :

(i) Vitamin-mineral preparations con­
taining calcium caseinate in the absence 
of fat-soluble vitamins, whereby the 
maximum intake of polysorbate 80 shall 
not exceed 175 milligrams from the rec­
ommended daily dose of the prepara­
tions.

(ii) Fat-soluble vitamins in vitamin 
and vitamin-mineral preparations con­
taining no calcium caseinate, whereby 
the maximum intake of polysorbate 80 
shall not -exceed 300 milligrams from 
the recommended daily dose of the prep­
arations.

(iii) Iil.vitamin-mineral preparations 
containing both calcium caseinate and 
fat-soluble vitamins, whereby the maxi­
mum intake of polysorbate 80 shall not 
exceed 475 milligrams from the recom­
mended daily dose of the preparations.

(5) As a surfactant in the production 
of coarse crystal sodium chloride where­
by the maximum amount of the additive 
in the finished sodium chloride does not 
exceed 10 parts per million.

(6) In special dietary foods, as an 
emulsifier for edible fats and oils, with 
directions for use which provide for the 
ingestion of not more than 360 milli­
grams of polysorbate 80 per day.
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(7) As a solubilizing and dispersing 
agent for dill oil in canned spiced green 
beans, not to exceed 30 parts per million.

(8) As an emulsifier, alone or in com­
bination with polysorbate 60, in shorten­
ings and edible oils intended for use in 
nonstandardized baked goods, baking 
mixes, icings, fillings, and toppings and 
in the frying of foods, as follows:

(i) It is used alone in an amount not 
to exceed 1 percent of the weight of the 
finished shortening or oik

(ii) It is used with polysorbate 60 in 
any combination providing no more than 
1 percent of polysorbate 80 and no more 
than 1 percent of polysorbate 60, pro­
vided that the total combination does 
not exceed 1 percent of the finished 
shortening or oil.

(iii) The 1-percent limitation speci­
fied in paragraph (c) (8) (i) and (ii) of 
this section may b.e exceeded in premix 
concentrates of shortening or edible oil 
if the labeling complies with the require­
ments of paragraph (d) of this section.

(9) As an emulsifier in whipped vege­
table oil topping with or without one or 
a combination of the following:

(i) Sorbitan monostearate;
(ii) Polysorbate 60.
(iii) Polysorbate 65.

whereby the maximum amount .of the 
additive or additives used does not ex­
ceed 0.4 percent of the weight of the 
finished whipped Vegetable oil topping.

(10) I t  is used as a wetting agent in 
scald water for poultry defeathering, fol­
lowed by potable water rinse. The con­
centration of the additive in the scald 
water does not exceed 0.0175 percent.

(11) As a dispersing agent in gelatin 
desserts and in gelatin dessert mixes, 
whereby the' amount of the additive does 
not exceed 0.082 percent on a dry-weight 
basis.

(12) As an adjuvant added to herbi­
cide use and plant-growth regulator use 
dilutions by a grower or applicator prior 
to application of such dilutions to the 
growing crop. Residues resulting' from 
such'use are exempt from the require­
ment of a tolerance. When so used or 
intended for use, the additive shall be 
exempt from the requirements of para­
graph (d) (1) of this section.

(13) As a defoaming agent in the 
preparation of the creaming mixture for 
cottage cheese and lowfat cottage cheese, 
as identified in §§ 133.128 and 133.131 of 
this chapter, respectively, whereby the 
amount of the additive does not exceed 
.008 percent by weight of the finished 
products.

(d) To assure safe use of the additive, 
in addition to the other information re­
quired by the act:

(1) The label of the additive and any 
intermediate premixes shall bear:

(1) The name of the additive.
(ii) A statement of the concentration 

or strength of the additive in any inter­
mediate premixes.

(2) The label or labeling shall bear 
adequate directions to provide a final 
product that complies with the limita­
tions prescribed in paragraph (c) of this 
section.

§ 172.842 Sorbitan monostearate.
The food additive sorbitan mono­

stearate, which is a mixture of partial 
stearic and palmitic acid esters of sor­
bitol" anhydrides, may be safely used in 
or on food in accordance with the fol­
lowing prescribed conditions:

(a) The food additive is manufactured 
by reacting stearic acid (usually con­
taining associated fatty acids, chiefly 
palmitic) with sorbitol to yield essen­
tially a mixture of esters.

(b) The food additive meets the fol­
lowing specifications:
Saponification number— ------ 147-157
Acid number_______:--------- -— - 6-10
Hydrotyl number______________  235-260

(c) It is used or intended for use, alone 
or in combination with polysorbate 60 as 
follows:

(1) As an emulsifier in whipped vege­
table oil topping with or without one or 
a combination of the following:

(1) Polysorbate 60;
(ii) Polysorbate 65;
(iii) Polysorbate 80;

whereby the maximum amount of the 
additive or additives used does not ex­
ceed 0.4 percent of the weight of the 
finished whipped vegetable oil topping; 
except that a combination of the addi­
tive with polysorbate 60 may be used in 
excess of 0.4 percent: Provided, That the 
amount of the additive does not exceed 
0.27 percent and the amount of polysor­
bate 60 does not exceed 0.77 percent of 
the weight of the finished whipped vege­
table oil topping.

(2) As an emulsifier in cakes and cake 
mixes, with or without one or a combina­
tion of the following:

(i) Polysorbate 65.
(ii) Polysorbate.

When used alone, the maximum amount 
of sorbitan monostearate shall not ex­
ceed 0.61 percent of the cake or cake mix, 
o n  a dry-weight basis. When used with 
polysorbate 65 and/or polysorbate 60, it 
shall not exceed 0.61 percent, nor shall 
the polysorbate 65 exceed 0.32 percent or 
the polysorbate 60 exceed 0.46 percent, 
and no combination of the emulsifiers 
shall exceed 0.66 percent of the weight 
of the cake or cake mix, calculated on 
a dry-weight basis.

(3) As an emulsifier, alone or in com­
bination with polysorbate 60 in non­
standardized confectionery coatings and 
standardized cacao products specified in 
§§ 163.123, 163.130, 163.135, 163.140,
163.145, and 163.150 of- this chapter, as 
follows:

(i) I t  is used alone in an amount not 
to exceed 1 percent of the weight of the 
finished nonstandardized confectionery 
coating or standardized cacao product.

(ii) I t is used with polysorbate 60 in 
any combination of up to 1 percent 
sorbitan monostearate and up to 0.5 per­
cent polysorbate 60 provided that the 
total combination does not exceed 1 per­
cent of the weight of the finished non­
standardized confectionery coating or 
standardized cacao product.

(4) As an emulsifier in cake icings and 
cake fillings, with or without one or a 
combination of the following:

(i) Polysorbate 65.
(ii) Polysorbate 60.

When used alone, the maximum amount 
of sorbitan monostearate shall not ex­
ceed 0.7 percent of the weight of the 
cake icing or cake filling. When used with 
polysorbate 65 and/or polysorbate 60, i t , 
shall not exceed 0.7 percent, nor shall 
the polysorbate 65 exceed 0.32 percent or 
the polysorbate 60 exceed 0.46 percent, 
and no combination of these emulsifiers 
shall exceed 1 percent of the weight of 
the cake icing or cake filling.

(5) As an emulsifier in solid-state, 
edible vegetable fat-water emulsions 
intended for use as substitutes for milk - 
or cream in beverage coffee, with or 
without one or a combination of the 
following:

(i) Polysorbate 60.
(ii) Polysorbate 65.

The maximum amount, of the additive or 
additives shall not exceed 0.4 percent by 
weight of the finished edible vegetable 
fat-water emulsion.

(6) I t  is used alone as a rehydration 
aid in the production of active dry yeast 
in an amount not to exceed 1 percent by 
weight of the dry yeast.

(7) As an emsulsifier, alone or in com­
bination with polysorbate 60, in the min­
imum quantity required to accomplish 
the intended effect, in formulations of 
white mineral oil conforming with 
§ 172.878 and/or petroleum wax con­
forming with § 172.886 for use as pro­
tective coatings on raw fruits and 
vegetables.

(d) To assure safe use of the additive, 
in addition to the other information re­
quired by the act:

XI) The label of the additive and any 
intermediate premixes shall bear:

(1) The name of the additive*
(ii) A statement of the concentration 

or strength of the additive in any inter­
mediate premixes.

(2) The label or labeling shall bear 
adequate directions to provide a final 
product that complies with the limita- 
tions prescribed in paragraph (c) of this 
section.
§ 172.844 Calcium  stearoyl-2-lactylate.

The food additive calcium stearoyl-2- 
lactylate may be safely used in or on 
food in accordance with the following 
prescribed conditions:

(a) The additive, which is a mixture 
of calcium salts of stearoyl lactylic acids 
and minor proportions of other calcium 
salts of related acids, is manufactured 
by the reaction of stearic acid and lactic 
acid and conversion to the calcium salts.

(b) The additive meets' the following 
specifications:

Acid, number, 50-86.
Calcium content, 4.2-5.2 percent.
Lactic acid content, 32-38 percent.
Ester number, 125-164.
(c) It is used or intended for use as 

follows:
(1) As a dough conditioner in yeast- 

leavened bakery products and prepared 
mixes for yeast-leavened bakery prod­
ucts in an amount not to exceed 0.5 part
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for each 100 parts by weight of flour 
used.

(2) As a whipping agent in:
(i) Liquid and frozen egg white a t a 

level not to exceed 0.05 percent.
(ii) Dried egg white at a level not to 

exceed 0.5 percent.
(iii) Whipped vegetable oil topping at 

a level not to exceed 0.3 percent of the 
weight of the finished whipped vege­
table oil topping.

(3) As a conditioning agent in dehy­
drated potatoes in an amount not to ex­
ceed 0.5 percent by weight thereof.

(d) To assure safe use of the additive:
(1) The label and labeling, of the food 

additive and any intermediate premix 
prepared therefrom shall bear, in addi­
tion to the other information required 
by the act, the following:

(1) The name of the additive.
(ii) A statement of the concentration 

or strength of the additive in any inter­
mediate premixes.

(2) The label or labeling of the food 
additive shall also bear adequate direc­
tions of use to provide a finished food 
that complies with the limitations pre­
scribed in paragraph (c) of this section.
§ 172.846 Sodium stearoyl-2-Iaclylate.

The food additive sodium stearoyl-2- 
lactylate may be safely used in food in 
accordance with the following prescribed 
conditions:

(a) The additive, which is a mixture 
of sodium salts of stearoyl lactylic acids 
and minor proportions of other sodium 
salts of related acids, is manufactured 
by the reaction of stearic acid and lactic 
acid and conversion to the sodium salts.

(b) The additive meets the following 
specifications:

Acid number, 60-80.
Sodium content, 3.5 percent-5.0 percent.
Lactic acid content, 31 percent-34 percent.
Ester number, 150-190.

Foods Limitations
Bakery mixes_______________________
Baked products_____________________
Cake icings, fillings, and

toppings. ____ ______
Dehydrated fruits and vege­

tables.
Dehydrated fruit and vege­

table juices. __ _________
Edible vegetable fat-water As substitutes 

emulsions. for milk or
cream in
beverage
coffee..

Frozen desserts_________ _________
Liquid shortening---------- - For household

use.
Pancake mixes___ ______ _______ _____
Precooked instant rice__ ,_____________
Pudding mixes_______:______________

(c) They are used in an amount not 
greater than required to produce the in­
tended physical or technical effect, and 
they may be used with shortening and 
edible fats and oils when such are re­
quired in the foods identified in para­
graph (b) of this section.
§ 172.850 Lactylated fatty acid esters of 

glycerol and propylene glycol.
The food additive lactylated fatty acid 

esters of glycerol and propylene glycol 
may be safely used in food in accordance 
with the following prescribed conditions:

(a) The additive is a mixture of esters 
produced by the lactylation of a product 
obtained by reacting edible fats or oils 
with propylene glycol.

(b) The additive meets the following 
specifications: Water insoluble combined 
lactic acid, 14-18 percent; and acid num­
ber, 12 maximum.

(c) It is used in amounts not in excess 
of that reasonably required to produce 
the intended physical effect as an emul­
sifier, plasticizer, or surface-active agent 
in food.
§ 172.852 Glyceryl-Iacto esters o f fatty 

acids.
(c) It is used or intended for use as 

an emulsifier, dough conditioner, or 
whipping agent in the following foods 
when standards of identity established 
under section 401 of the act do not pre­
clude such use: Icings, fillings, puddings, 
and toppings; baked products; pancakes 
and waffles; prepared mixes for any of 
the foregoing foods; and in liquid and 
solid edible vegetable fat-water emul­
sions intended for use as substitutes for 
milk or cream in beverage coffee.

$ is used in an amount not greater 
than required to produce the intended 
Physical or technical effect.
§ 172.848 Lactylic esters o f fatty acids.

Lactylic esters of fatty acids may be 
safely used in food in accordance with 
the following prescribed conditions:

(a) They are prepared from lactic acid 
und fatty acids meeting the require­
ments of § 172.860(b) and/or oleic acid 
derived from tall oil fatty acids meeting 
the requirements of § 172.862.

(b) They are used as emulsifiers, plas­
ticizers, or surface-active agents in the 
toilowing foods, when standards of iden­
tity do not preclude their use:

Glyceryl-Iacto esters of fatt<y acids 
(the lactic acid esters of mono- and 
diglycerides) may be safely used in food 
in accordance with the following pre­
scribed conditions:

(a) They are manufactured from glyc­
erin, lactic acid, and fatty acids conform­
ing with § 172.860 and/or oleic acid 
derived from tall oil fatty acids conform­
ing with § 172.862 and/or edible fats 
and oils.

(b) They are used in amounts not in 
excess of those reasonably required to 
accomplish their intended physical or 
technical effect as emulsifiers and plas­
ticizers in food.
§ 172.854 Polygylcerol esters of fatty 

acids.
Polyglycerol esters of fatty acids, up 

to and including the decaglycerol esters, 
may be safely usfed in food in accordance 
with the following prescribed conditions:

(a) They are prepared from corn oil, 
cottonseed oil, lard, palm oil from fruit, 
peanut oil, safflower oil, sesame oil, soy­
bean oil, and tallow and the fatty acids 
derived from these substances (hydro­
genated and nonhydrogenated) meeting 
the requirements of § 172.860 (b) and/

or oleic acid derived from tall oil fatty 
acids meeting the requirements of 
§ 172.862.

<b) They are used as emulsifiers in 
food, in amounts not greater than that 
required to produce the intended physical 
or technical effect.

(c) Polyglycerol esters of a mixture of 
stearic, oleic, and coconut fatty acids are 
used as a cloud inhibitor in vegetable and 
salad oils when use is not precluded by 
standards of identity. The fatty acids 
used in the production of the poly glyc­
erol esters meet the requirements of 
§ 172.860(b), and the polyglycerol es­
ters are used at a level not in excess of 
the amount required to perform its 
cloud-inhibiting effect. Oleic acid derived 
from tall oil fatty acids conforming with 
§ 172.862 may be used as a substitute 
for or together with the oleic acid per­
mitted by this paragraph.

(d) Polyglycerol esters of butter oil 
fatty acids are used as emulsifiers in 
combination with other approved emul­
sifiers in dry, whipped topping base. The 
fatty acids used in the production of the 
polyglycerol esters meet the require­
ments of § 172.860(b), and the poly­
glycerol esters are used at a level not in 
excess of the amount required to per­
form their emulsifying effect.
§ 172.856 Propylene glycol mono- and 

dieslers o f fats and fatty acids.
Propylene glycol mono- and diesters 

of fats and fatty acids may be safely used 
in food, subject to the following pre­
scribed conditions:

(a) They are produced from edible 
fats and/or fatty acids in compliance 
with § 172.860 and/or oleic acid derived 
from tall oil fatty acids in compliance 
with § 172.862.

(b) They are used in food in amounts 
not in excess of that reasonably required 
to produce their intended effect.
§ 172.858 Propylene glycol alginate.

The food additive propylene glycol al­
ginate may be used as an qjnulsifier, 
stabilizer, or thickener in foods in ac­
cordance with the following prescribed 
conditions:

(a) The additive is the ester of alginic 
acid and propylene glycol, containing 
up to 85 percent of the carboxylic acid 
groups esterified with the remaining 
groups either free or neutralized.

(b) It is used or intended for use as 
a stabilizer in ice cream, frozen custard, 
ice milk, fruit sherbet, and water ices 
at not to exceed 0.5 percent of the weight 
of the finished product, and is used or 
intended for use, in accordance with good 
manufacturing practice, as an emulsi­
fier, stabilizer, or thickener in foods 
except for those standardized foods that 
do not provide for such use.

(c) To insure safe use of the additive, 
the label of the food additive container 
shall bear, in addition to the other in­
formation required by the act:

(1) The name of the additive, “pro­
pylene glycol alginate” or “propylene 
glycol ester of alginic acid”.

(2) Adequate directions for use.
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§ 172.860 Fatty acids.
The food additive fatty acids may be 

safely used in food and in the manufac­
ture of food components in accordance 
with the following prescribed conditions:

(a) The, food additive consists of one 
or any mixture of the following straight- 
chain monobasic carboxylic acids and 
their associated fatty acids manufac­
tured from fats and oils derived from 
edible sources: Capric acid, caprylic acid, 
lauric acid, myristic acid, oleic acid,, 
palmitic acid, and stearic acid.

(b) The food additive meets the fol­
lowing specifications:

(1) Unsaponiflable matter does not 
exceed 2 percent.

(2) I t  Is free of chick-edema factor:
(i) As evidenced dining the bioassay 

method for determining the chick- 
edema factor as prescribed in paragraph
(c) (2) of this section; or

(ii) As evidenced by the absence of 
chromatographic peaks with a retention 
time relative to aldrin (RA) between 10 
and 25, using the gas chromatographic- 
electron capture method prescribed in 
paragraph (c) (3) of this section. If 
chromatographic peaks are found with 
RA values between 10 and 25, the food 
additive shall meet the requirements of 
the bioassay method prescribed in para­
graph (c) (2) of this section for deter­
mining chick-edema factor.

(c) For the purposes of this section:
(1) Unsaponiflable matter shall be de­

termined by the method described In the 
most recent edition of “Official Methods 
of Analysis of the Association of Official 
Analytical Chemists.”2

(2) Chick-edema factor shall be de­
termined by the bioassay method 
described in Official Methods of Analysis 
of the Association of Official Analytical 
Chemists, 10th Edition (1965), sections 
26.087 through 26.091.®

(3) The gas chromatographic-electron 
capture method for testing fatty acids 
for chick-edema shall be the method de­
scribed in the “Journal of the Associa­
tion of Official Analytical Chemists,” 
Volume 50 (No. 1), pages 216-218 
(1967),“ or the modified method using a 
sulfuric acid clean-up procedure, as de­
scribed in the “Journal of the Associa­
tion of Official Analytical Chemists,” 
Volume 51 (No. 2), pages 489-490 (1968).“

(d) I t  is used or intended for use as 
follows:

(1) In foods as a lubricant, binder, and 
as a defoaming agent in accordance with 
good manufacturing practice.

(2) As a component in the manufac­
ture of other food-grade additives.

(e) To assure safe use of the additive, 
the label and labeling of the additive 
and any premix thereof shall' bear, in 
addition to the other information re­
quired by the act, the following:

(1) The common or usual name of 
the acid or acids contained therein.

a Copies may be obtained from: Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C. 
20044.

(2) The words “food grade”, In 
juxtaposition with and equally as prom­
inent as the name of the acid.
§ 172.862 Oleic acid derived from tall 

oil fatty acids.
The food additive oleic acid derived 

from tall oil fatty acids may be safely 
used in food and as a component in the 
manufacture of food-grade additives in 
accordance with the following prescribed 
conditions:

(a) The additive consists of purified 
oleic acid separated from refined tall oil 
fatty acids.

(b) The additive meets the following 
specifications:

(1) Specifications prescribed in “Food 
Chemicals Codex” for oleic acid, except 
that titer (solidification point) shall not 
exceed 13.5° C and unsaponiflable mat­
ter shall not exceed 0.5 percent.

(2) The resin acid content does hot 
exceed 0.01 percent as determined by 
ASTM Method D 1240-54 (1961).“

(3) The requirements for absence of 
chick-edema factor as prescribed in 
§ 172.860.

(c) It is used or intended for use as 
follows:

(1) In foods as a lubricant, binder, and 
defoaming agent in accordance with good 
manufacturing practice.

(2) As a component in the manufac­
ture of other food-grade additives.

(d) To assure safe use of the additive, 
the label and labeling of the additive 
and any premix thereof shall bear, in ad­
dition to the other information rëquired 
by the act, the following:

(1) The common or usual name of the 
acid.

(2) The words “food grade” in juxta­
position with and equally as prominent 
as the name of the acid.
§ 172.863 Salts o f fatty acids.

The food additive salts of fatty acids 
may be safely used in food and in the 
manufacture of food components in ac­
cordance with the following prescribed 
conditions:

(a) The additive consists of one or any 
mixture of two or more of the aluminum, 
calcium, magnesium, potassium, and so­
dium salts of the fatty acids conforming 
with § 172.860 and/or oleic acid derived 
from tall oil fatty acids conforming with 
§ 172.862.

(b) The food additive is used or in­
tended for use as a binder, emulsifier, 
and anticaking agent in food in accord­
ance with good manufacturing practice.

'(e) To assure safe use of the additive, 
the labelj and labeling of the additive 
and any premix thereof shall bear, in 
addition to the other information re­
quired by the act, the following:

(1) The common or usual name of 
the fatty acid salt or salts contained 
therein.

(2) The words “food grade”, in juxta­
position with and equally as prominent 
as the name of the salt.

« Copies may be obtained from : American 
Society for Testing and Materials, 1916 Race 
Street, Philadelphia, PA 19103.

§ 172.864 Synthetic fatty alcohols.
Synthetic fatty alcohols may be safely 

used in food and in the synthesis of food 
components in accordance with the fol­
lowing prescribed conditions:

(a) The food additive consists of any 
one of the following fatty alcohols:

(1) Hexyl, octyl, decyl, lauryl, myristyl, 
cetyl, and stearyl; manufactured by frac­
tional distillation of alcohols obtained 
by a sequence of oxidation and hydrol­
ysis of organo-aluminums generated by 
tiie controlled reaction of low molecular 
weight trialkylaluminum with purified 
ethylene (minimum 99 percent by vol­
ume C2H4) , and utilizing the hydrocarbon 
solvent as defined in paragraph (b) of 
this section, such that:

(1) Hexyl, octyl, decyl, lauryl, and 
myristyl alcohols contain not less than 
99 percent of total alcohols and not less 
than 96 percent of straight chain al­
cohols. Any nonalcoholic impurities are 
primarily paraffins.

(ii) Cetyl and stearyl alcohols con­
tain not less than 98 percent of total 
alcohols and not less than 94 percent of 
straight chain alcohols. Any nonalco­
holic impurities are primarily paraffins.

(iii) The synthetic fatty alcohols con­
tain no more than 0.1 weight percent of 
total diols as determined by a method 
available upon request from the Com­
missioner of Food and Drugs.

(2) Hexyl, octyl, and decyl; manufac­
tured by fractional distillation of alco­
hols obtained by a sequence of oxidation, 
hydrolysis, and catalytic hydrogenation 
(catalyst consists of copper, chromium, 
and nickel) of organo-aluminums gen­
erated by the controlled reaction of low 
molecular weight trialkylaluminum with 
purified ethylene (minimum 99 percent 
by volume C2H4), and utilizing an ex­
ternal coolant such that these alcohols 
meet the specifications precribed in 
paragraph (a) (1) (i) and (iii) of this 
section.

(b) The hydrocarbon solvent used in 
the process described in paragraph (a) 
(1) of this section is a mixture of liquid 
hydrocarbons essentially paraffinic in 
nature, derived from petroleum and re­
fined to meet the specifications described 
in paragraph (b) (1) of this section when 
subjected to the procedures described in 
paragraph (b) (2) and (3) of this
section.

(1) The hydrocarbon solvent meets 
the following specifications:

(i) Boiling-point range: 175° C- 
275° C.

(ii) Ultraviolet absorbance limits as 
follows:

Maximum  
absorbance 

p er cen tim eter 
o p tica l path

Wavelength (millimicrons): length
280—289 _____ — ...........  °*J®___ _____ - •

(2) Use ASTM Method D-86 * to de­
termine boiling point range.
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(3) The analytical method for deter­

mining ultraviolet absorbance limits is 
as follows:

G e n e r a l  I n s t r u c t i o n s

All glassware should be scrupulously 
cleaned to remove all organic matter such 
as oil, grease, detergent residues, etc. Ex­
amine all glassware, including stoppers and 
stopcocks, under ultraviolet light to detect 
any residual fluorescent contamination. As a 
precautionary measure, it is recommended 
practice to rinse all glassware with purified 
isooctane immediately before use. No grease 
is to be used on stopcocks or joints. Great 
care to avoid contamination of hydrocarbon 
solvent samples in handling and to assure 
absence of, any extraneous material arising 
from inadequate packaging is essential. Be­
cause some of the polynuclear hydrocarbons 
sought in this test are very susceptible to 
photo-oxidation, the entire procedure is to 
be carried out under subdued light.

A p p a r a t u s

C hrom atographic tu b e . 450 millimeters in 
length (packing section), inside diameter 19 
millimeters ± 1 millimeter, equipped with a 
wad of clean Pyrex brand filtering wool 
(Corning Glass Works Catalog No. 3950 or 
equivalent). The tube shall contain a 250- 
milliliter reservoir and a 2-millimeter tetra- 
fluoroethylene polymer stopcock at the op­
posite end. Overall length of the tube is 670 
millimeters.

Stainless s te e l rod. 2 feet in length, 2 to 4 
millimeters in diameter.

Vacuum oven. Similar to Labline No. 3610 
but modified as follows: A copper tube one- 
foürth inch in diameter and 13 inches in 
length is bent to a right angle at the 4-inch 
point and plugged at the opposite end; eight 
copper tubes one-eighth inch in diameter 
and 5 inches in length are silver soldered in 
drilled holes (one-eighth inch in diameter) 
to the one-fourth-inch tube, one on each 
side at the 5-, 7.5-, 10- and 12.5-inch points; 
the one-eighth-inch copper tubes are bent 
to conform with the inner periphery of the 
oven.

Beakers. 250-milliliter and 500-milliliter 
capacity.

G raduated cylinders. 25-milliliter, 50-mil­
liliter, and 150-milliliter capacity.

Tuberculin syringe. 1-milliliter capacity, 
with 3-inch, 22-gauge needle.

Volum etric flask. 5-milliliter capacity.
Spéctroph o tom etric  cells. Fused quartz 

ground glass stoppered cells, optical path 
length in the range of 1.000 centimeter 
±0.005 centimeter. With distilled water in 
the cells, determine any absorbance differ­ence.

Spectrophotom eter. Spectral range 250 
millimicrons—400 millimicrons with spectral 
slit width of 2 millimicrons or less : under in­
strument operating conditions for these ab­
sorbance measurements, the spectrophotom­
eter shall also meet the following perform­
ance requirements :

Absorbance repeatab ility , ±0.01 at 0.4 
absorbance.

Absorbance accuracy,1 ±0.05 at 0.4 ab­
sorbance.

Wavelength repeatab ility , ±0.2 m illim i­
cron.

1 As determined by procedure using potas­
sium chromate for reference standard and 
Circular 484, Spectrophotometry, TJ.S. De­
partment of Commerce, 1949. The accuracy 
described in National Bureau of Standards 
is to be determined by comparison with the 
standard values at 290, 345, and 400 milli­microns.

Wavelength accuracy, ±1.0 millimicron.
N itro g en  cylin der. Water-pumped or equiv­

alent purity nitrogen in cylinder equipped 
with regulator and valve to control flow at 
5 p.s.i.g.

R e a g e n t s  a n d  M a t e r i a l s

Organic so lven ts . All solvents used through­
out the procedure shall meet the specifica­
tions and tests described in this specifica­
tion. The isooctane, benzene, hexane, and
1,2-dichloroethane designated in the list fol­
lowing this paragraph shall pass the follow­
ing test :

To the specified quantity of solvent in a 
250-milliliter beaker, add 1 milliliter of puri­
fied n-hexadecane and evaporate in the 
vacuum oven under a stream of nitrogen. Dis­
continue evaporation when not over 1 milli­
liter of residue remains. (To the residue from 
benzene add a 5-milliliter portion of purified 
isooctane, reevaporate, and repeat once to 
insure complete removal of benzene. )

Dissolve the 1 milliliter of hexadecane resi­
due in isooctane and make to 5 milliliters 
volume. Detèrmine the absorbance in the 
1-centimeter path length cells compared to 
isooctane as reference. The absorbance of the 
solution of the solvent residue shall not ex­
ceed 0.02 per centimeter path length between 
280 and 300 m/i and shall not exceed 0.01 
per centimeter path length between 300 and 
400 m/t.

Isooctan e (2 ,2 ,4 -tr im e th y lp e n ta n e ). Use 10 
milliliters for the test described in the pre­
ceding paragraph. If necessary, isooctane may 
be purified by passage through a column of 
activated silica gel (Grade 12, Davison Chem­
ical Co., Baltimore, Md., or equivalent).

B enzene, spec tro  grade (B u rd ick  an d  Jack- 
so n  Laboratories, Inc., M uskegon, M ich., or 
e q u iv a le n t) . Use 80 milliliters for the test. 
If necessary, benzene may be purified by dis­
tillation or otherwise.

H exane, spec tro  grade (B u rd ick  an d  Jack-  
son  Laboratories, Inc., M uskegon, M ich., or 
e q u iv a le n t) . Use 650 milliliters for the test. 
If qécessary, hexane may be purified by dis­
tillation or otherwise,

1,2-D ichloroethane, spec tro  grade (M ath e- 
son , Colem an, an d  Bell, E ast R u th erford , 
N.J., or e q u iv a le n t) . Use 20 milliliters for test. 
If necessary, 1,2-dichloroethane may be puri­
fied by distillation.

E lu tin g  m ix tu res:
1, 10 p ercen t 1 ,2 -d ich loroeth ane in  hexane. 

Pipet ld0 milliliters of 1,2-dichloroethane 
into a 1-liter glass-stoppered volumetric ffagfc- 
and adjust to volume with hexane, with 
mixing.

2. 40 p ercen t ben zen e in  hexane. Pipet 400 
milliliters of benzene into a 1-liter glass- 
stoppered volumetric flask and adjust to 
volume with hexane, with mixing.

n-H exadecane, 99 p e rc en t olefin-free. 
Dilute 1.0 milliliter of n-hexadecane to 5 
milliliters with isooctane and determine the 
absorbance in a lrcentimeter cell compared 
to isoootane as reference between 280 mi/t- 
400 m/i. The absorbance per centimeter path 
length shall not exceed 0.00 in this range. If 
necessary, n-hexadecane may be purified by 
percolation through activated silica gel or by 
distillation.

Silica  gel, 28-200 m esh  (G rade 12, D avison  
C hem ical Co., B altim ore , Md., or e q u iv a le n t). 
Activate as follows: Weigh about 900 grams 
into a 1-gallon bottle, add 100 milliliters of 
de-ionlzed water, seal the bottle and shake 
and roll at intervals for 1 hour. Allow to 
equilibrate overnight in the sealed bottle. 
Activate the gel at 150* C for 16 hours, in 
a 2-inch x 7-inch x 12-inch porcelain pan 
loosely covered with aluminum foil, cool in 
a dessicator, transfer to a bottle and seal.

P r o c e d u r e

D eterm in a tio n  o f u ltra v io le t absorbance. 
Before proceeding with the analysis of a 
sample determine the absorbance in a 1- 
centimeter path cell for the reagent blank by 
carrying out the procedure without a sample. 
Record the absorbance in the wavelength 
range of 280 to 400 millimicrons. Typical 
reagent blank absorbance in this range 

should not exceed 0.04 in the 280 to 299 milli­
micron range, 0.02 in the 300 to 359 milli­
micron range, and 0.01 in the 360 to 400 
millimicron range. If the characteristic ben­
zene peaks in the 250 to 260 millimicron 
region are present, remove the benzene by 
the procedure described above under “Re­
agents and Materials,” “Organic Solvents,” 
and record absorbance again.

Transfer 50 grams of silica gel to the 
chromatographic tube for sample analysis. 
Raise and drop the column on a semisoft, 
clean surface for about 1 minute to settle 
the gel. Pour 100 milliliters of hexane into 
the column with the stopcock open and 
allow to drain to about one-half inch above 
the gel. Turn off the stopcock and allow 
the column to cool for 30 minutes. After 
cooling, vibrate the column to eliminate air 
and stir the top 1 to 2 inches with a small 
diameter stainless steel rod. Take care not 
to get the gel above the liquid and onto the 
sides of the column.

Weigh out 40 grams ±0.1 gram of the 
hydrocarbon solvent sample into a 250-milli­
liter beaker, add 50 milliliters of hexane, and 
pour the solution into the column. Rinse 
the beaker with 50 milliliters of hexane and 
add this to the column. Allow the hexane 
sample solution to elute into a 500-milliliter 
beaker until the solution is about one-half 
inch above the gel. Rinse the column three 
times with 50-milliliter portions of hexane. 
Allow each hexane rinse to separately elute 
to about one-half inch above the gel. Re­
place the eluate beaker (discard the hexane 
eluate) with a 250-milliliter beaker. Add two 
separate 25-milliliter portions of 10 percent
1,2-dichloroethane and allow each to sep­
arately elute as before. Finally, add 150 
milliliters of 10 percent 1,2-dichloroethane 
for a total of. 200 milliliters. When the final  
10 percent 1,2-dichloroethane fraction is 
about one-half inch above the top of the 
gel bed, replace the receiving beaker (dis­
card the 1,2-dichloroethane eluate) with a 
250-milliliter beaker containing 1 milliliter 
of hexadecane. Adjust the elution rate to 2 
to 3 milliliters per minute, add two 25-milli­
liter portions of 40 percent benzene and 
allow each to separately elute as before to 
within about one-half inch of the gel bed. 
Finally, add 150 milliliters of 40 percent 
benzene for a total of 200 milliliters. Evap­
orate the benzene in the oven with vacuum 
and sufficient nitrogen flow to just ripple the 
top of the benzene solution. When the ben­
zene is removed (as determined by a constant 
volume of hexadecane) add 5 milliliters of 
isooctane and evaporate. Repeat once to in­
sure complete removal of benzene. Remove 
the beaker and coyer, with aluminum foil 
(previously rinsed with hexane) until cojol.

Quantitatively transfer the hexadecane 
residue to a 5-milliliter volumetric flask and 
dilute to volume with isooctane. Determine 
the absorbance of the solution in 1-centi­
meter path length cells between 280 and 400 
millimicrons using isooctane as a reference. 
Correct the absorbance values for any ab­
sorbance derived from reagents as deter­
mined by carrying out the procedure with­
out a sample. If the corrected absorbance 
does not exceed the limits prescribed in sub- 
paragraph (b) (1) (ii) of this section, the
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sample meets the ultraviolet absorbance 
specifications for hydrocarbon solvent.

(c) Synthetic fatty alcohols may be 
used as follows:

(1) As substitutes for the correspond­
ing naturally derived fatty alcohols per­
mitted in food by existing regulations in 
tills part or Part 173 of this chapter pro­
vided that the use is in compliance with 
any prescribed limitations;

(2) As substitutes for the correspond­
ing naturally derived fatty alcohols used 
as intermediates in the synthesis of food 
additives and other substances permitted 
in food.
§ 172.866 Synthetic glycerin produced 

by the hydrogenolysis o f carbohy­
drates.

Synthetic glycerin produced by the 
hydrogenolysis of carbohydrates may be 
safely used in food, subject to the pro­
visions of this section:

(a) I t  shall contain not in excess of 
0.2 percent by weight of a mixture of 
butanetriols.

(b) It is used or intended for use in 
an amount not to exceed that reasonably 
required to produce its intended effect.
§ 172.868 Ethyl cellulose.

The food additive ethyl cellulose may 
be safely used in food in accordance with 
the following prescribed conditions: •

(a) The food additive is a cellulose 
ether containing ethoxy (O C 2 H 5 ) groups 
attached by an ether linkage and con­
taining on an anhydrous basis not more 
than 2.6 ethoxy groups per anhydro- 
glucose unit.
" (b) It is used or intended for use as 
follows:

(1) As a binder ahd filler in dry vita­
min preparations.

(2) As a component of protective coat­
ings for vitamin and mineral tablets.

(3) As a fixative in flavoring com­
pounds.
§ 172.870 Hydroxypropyl cellulose.

The food additive hydroxypropyl cel­
lulose may be safely used in food, except 
standardized* foods that do not provide 
for such use, in accordance with the 
following prescribed conditions:

(a) The additive is a cellulose ether 
containing propylene glycol groups a t­
tached by an ether linkage and contains, 
on an anhydrous basis, not more than 4.6 
hydroxypropyl groups per anhydroghi-

cose unit. The additive has a minimum 
viscosity of 145 centipoises for 10 percent 
by weight aqueous solution a t 25° C.

Ob) The additive is used or Intended 
for use as an emulsifier, film former, pro­
tective colloid, stabilizer, suspending 
agent, or thickener, in accordance with 
good manufacturing practice.
§ 172.872 Methyl ethyl cellulose.

The food additive methyl ethyl cellu­
lose may be safely used in food in ac­
cordance with the following prescribed 
conditions.

(a) The additive is a cellulose ether 
having the general formula [CcHoo-*-»)
05.(CH3)x(C2H5) j,] 11, where cc is the num­
ber of methyl groups and y is the num­
ber of ethyl groups. The average value 
of a? is 0.3 and the average value of y 
is 0.7.

(b) The additive meets the following 
specifications:

(1) The. methoxy content shall be not 
less than 3.5 percent and not more than
6.5 percent, calculated as OCHa, and the 
ethoxy content shall be not less than
14.5 percent and not more than 19 
percent, calculated as OC2H5, both meas­
ured on the dry sample.

(2) The viscosity of an aqueous solu­
tion, 2.5 grams of the material in 100 
milliliters of water, a t 20° C, is 20 to 
60 centipoises.

(3) The ash content on a dry basis 
has a maximum of 0.6 percent.

(c) The food additive is used as an 
aerating, emulsifying, and foaming 
agent, in an amount not in excess of that 
reasonably required to produce its in­
tended effect.
§ 172.874 Hydroxypropyl inethyleel- 

lulose.
The food additive hydroxypropyl 

methylcellulose may be safely used in 
food, except confectionery and except 
in standardized foods which do not pro­
vide for such use if:

(a) The additive complies with the 
definition and specifications prescribed 
in the National Formulary, 12th edition.

(b) It is used or intended for use as 
an emulsifier, film former, protective 
colloid, stabilizer, suspending agent, or 
thickener, in accordance with good 
manufacturing practice.

(c) To insure safe use of the additive, 
the container of the additive, in addi­
tion to being labeled as required by the

general provisions of the act, shall be 
accompanied by labeling which contains 
adequate directions for use to provide a 
final product that complies with the 
limitations prescribed in paragraph (b) 
of this section.
§ 172.876 Castor oil.

The food additive castor oil may be 
safely used in accordance with the fol­
lowing conditions:

(a) The additive meets the specifica­
tions of the United States Pharmacopeia 
XVII.

(b) The additive is used or intended 
for use as follows:

Use an d  L im ita tio n s
Hard candy production—As a release agent 

and antisticking agent, not to exceed 500 
parts per million in hard candy.

Vitamin and mineral tablets—As a com­
ponent of protective coatings.
§ 172.878 White mineral oil.

White mineral oil may be safely used 
in rood in accordance with the following 
conditions:

(a) White mineral oil is a mixture of 
liquid hydrocarbons, essentially paraffin­
ic and naphthenic in nature obtained 
from petroleum. It is refined to meet the 
following specifications:

(1) It meets the test requirements of 
U.S.P. XVH for readily carbonizable sub­
stances (page 399).

(2) It meets the test requirements of 
U.S.P. XVII for sulfur compounds (page 
400).

(3) It meets the specifications pre­
scribed in the Journal of the Association 
of Official Analytical Chemists, Volume 
45, page 66 (1962) 7 after correction of the 
ultraviolet absorbance for any ab­
sorbance due to added antioxidants.

(b) White mineral oil may contain any 
antioxidant permitted in food! by regula­
tions issued in accordance with section 
409 of the act, in an amount not greater 
than that required to produce its 
intended effect.

(c) White mineral oil is used or in­
tended for use as follows:

7 "Collaborative Study of the Determina­
tion of Soluble Solids in Tomato Products by 
Refractive Index Expressed as Percent Suc- 
crose” by Frank C. Lamb, National Canner« 
Association, 1950 Sixth Street, Berkeley, CA 
94710, "Journal of the Association of Official 
Analytical Chemists,” vol. 52, No. 6 (1969), 
pp. 1050-64. Adopted as official, first action at 
the 1969 AOAC meeting.
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Use
1. As a release agent, binder, and lubricant in or on 

capsules and tablets containing concentrates of 
flavoring, spices, condiments, and nutrients intended 
for addition to food, excluding confectionery.

2. As a release agent, binder, and lubricant in or on 
capsules and tablets containing food for special die­
tary use.

3. As a float on fermentation fluids in the manufacture 
of vinegar and wine to prevent or retard access of air, 
evaporation, and wild yeast contamination during 
fermentation.

4. As a defoamer in food----------------------------------
5. In bakery products, as a release agent and lubricant__
6. In dehydrated fruits and vegetables, as a release 

agent.
7. In egg white solids, as a release agent— -------------
8. On raw fruits and vegetables, as a protective coating—
9. In frozen meat, as a component of hot-melt coating—

10. As a-protective float on brine used in the curing of 
pickles.

11. In molding starch used in the manufacture of con­
fectionery.

12. As a release agent, binder, and lubricant in the manu­
facture of yeast.

13. As an antidusting agent in sorbic acid for food use—

14. As release agent and as sealing and polishing agent 
in the manufacture of confectionery.

Limitation (inclusive of fill “petro­
leum hydrocarbons that may be 
used in  combination with 
white mineral oil)

Not to exceed 0.6% of the capsule 
or tablet.

Not to,exceed 0.6% of the capsule 
or tablet.

In an amount not to exceed good 
manufacturing practice.

In Accordance with § 173.340 of 
this chapter.

Not to exceed 0.15% of bakery 
products.

Not to exceed 0.02% of dehy- 
dated fruits and vegetables.

Not to exceed 0,1% of egg white 
solids.

In an amount not to exceed good 
manufacturing practice.

Not to exceed 0.095% of meat.
In an amount not to exceed good 

manufacturing practice.
Not to exceed 0.3 percent in the 

molding starch.
Not to exceed 0.15 percent of 

yeast.
Not to exceed 0.25 percent In the 

sorbic acid.
Not to exceed 0.2 percent of con­

fectionery.

§ 172.880 -Petrolatum.
Petrolatum may be safely used in food, subject to the provisions of this section.
(a) Petrolatum complies with the specifications set forth in the U.S. Phar­

macopeia XVII for white petrolatum or in The Nationl Formulary XII for 
petrolatum.

(b) Petrolatum meets the following ultraviolet absorbance limits when sub­
jected to the analytical procedure described in § 172.886(b) :

U ltrav io let absorbance per centim eter path  length :
Millimicrons : Maximum

280-289 _________ ;___ ______ ______ _____ ------------------------------ ----- ------ -----------  0 .25
290-299 — _________ ____________________________________ ___________________  *20
300-359 — ____ ______ _____________________ __________________ ________ — ‘---- *14
360-400 --------------------- ------------------------------------------------------------------------ --------  • 04

(c) Petrolatum is used or intended for use as follows :

Use
In bakery products; as release agent and 

lubricant.
In confectionery, as .release agent and as 

sealing and polishing agent.
In dehydrated fruits and vegetables; as re­

lease agent.
In egg white solids; as release agent--------- —
On raw fruits and vegetables; as protective 

coating.
In beet sugar and yeast; as defoaming 

agent.

Limitation  (inclusive of all petroleum hydro­
carbons that may be used in combination 
with petrolatum)

With white mineral oil, not to exceed 0.15 
percent of bakery product.

Not to exceed 0.2 percent of confectionery.

Not to exceed 0.02 percent of dehydrated 
fruits and vegetables.

Not to exceed 0.1 percent of egg white solids.
In an amount not to exceed good manufac­

turing practice.
As prescribed in § 173.340 of this chapter.

(d) Petrolatum may contain any antioxidant permitted in food by regulations 
issued in accordance with section 409 of the act, in an amount not greater than that 
required to produce its intended effect.

§ 172.882 Synthetic isoparaffinic petro­
leum hydrocarbons.

Synthetic isoparaffinic petroleum hy­
drocarbons may be safely used in food, 
in accordance with the following condi­
tions:

(a) They are produced by synthesis 
from petroleum gases and consist of a 
mixture of liquid hydrocarbons meeting 
the following specifications:
Boiling point 200®-500* P, as determined by 

A.S.T.M. Method D-86.

Ultraviolet absorbance-:
260-319 millimicrons—-1,5 maximum. ■ > > 
320-329 millimicrons—0.08 maximum. 
330-350 millimicrons—0.05 maximum. 

Nonvolatile residue : 0.002 gram per 100 milli­
liters maximum.

Synthetic isoparaffinic petroleum hydro­
carbons containing antioxidants shall 
meet the specified ultraviolet absorbance 
limits after correction for any absorb­
ance due to the antioxidants. The ultra­
violet absorbance shall be determined by 
the procedure described for application 
to mineral oil under “Specifications” on 
page 66 of the Journal of the Association 
of Official Analytical Chemists, Vol. 45 
(February 1962), disregarding the last 
sentence of that procedure. For hydro­
carbons boiling below 259° F, the non­
volatile residue shall be determined by 
A.S.T.M. procedure D-1353; for those 
boiling above 250° F, A.S.T.M. procedure 
D-381 shall be used.

(b) Isoparaffinic petroleum hydrocar­
bons may contain antioxidants author­
ized for use in food in an amount not 
to exceed that reasonably required to ac­
complish the intended technical effect 
nor to exceed any prescribed limitations.

(c) Synthetic isoparaffinic petroleum 
hydrocarbons are- used or intended for 
use as follows:

Uses
1. In the froth-flotation 

cleaning of vege­
tables.

2. As a component of
insecticide formula­
tions for use on 
processed foods.

3. As a component of
coatings on fruits 
and vegetables.

4. As a coating on shell
eggs.

5. As a float on fermen­
tation fluids in the 
manufacture of vin­
egar and wine and 
on brine used in 
curing pickles, to 
prevent or retard 
access of air, evapo­
ration, and contam­
ination with wild 
organisms during 
fermentation.

Limitations 
In an amount 

not to exceed 
good manufac­
turing prac­
tice.

Do.

Do.

Do.

Do.

§ 172.884 Odorless light petroleum hy­
drocarbons.

Odorless light petroleum hydrocarbons 
may be safely used in food, in accord­
ance with the following prescribed 
conditions:

(a) The additive is a mixture of liquid 
hydrocarbons derived from petroleum or 
synthesized from petroleum gases. The 
additive is chiefly paraffinic, isoparaffinic, 
or naphthenic in nature.

(b) The additive meets the following 
specifications:

(1) Odor is faint and-not kerosenic.
(2) Initial boiling point is 300° F 

minimum.
(3) Final boiling point is 650° F 

maximum.
(4) Ultraviolet absorbance limits de­

termined by method specified in § 178.-
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3620(b) (1) (ii) of this chapter, as fol­
lows:

Wavelength mj*:280-289__. L . . .290-299— ... :300-329_____330-360.__

M a x im u m  absorbc 
a n ce  p e r  cen ti­
m ete r  o p tic a l  

p a th le n g th 4.03.3
2.3 
.8

( c )  T h e  ad d itive  is  used a s  fo llo w s :
U se

As a coating on shell eggs.

As a defoamer in processing beet sugar and yeast.
As a float on fermentation fluids in the manufacture of vinegar and wine to prevent or retard access of air, evap­oration, and wild yeast con­tamination during fermenta­
tion.In the froth-flotation cleaning of vegetables.As a component of insecticide formulations used in com­pliance with regulations is­sued in Parts 170 through 189 
of this chapter.

L im ita t io n s
In an amount not to exceed good manu­facturing practice.Complying with § 173.340 of this chapter.In an amount not to exceed good manu­facturing practice.

Do.
Do.

§ 172.886 Petroleum wax.
Petroleum wax may be safely used in 

or on food, in accordance with the fol­
lowing conditions:

(a) Petroleum wax is a mixture of 
solid hydrocarbons, paraffinic in nature, 
derived from petroleum, and refined to 
meet the specifications prescribed by this 
section.

(b) Petroleum wax meets the follow­
ing ultraviolet absorbance limits when 
subjected to the analytical procedure de­
scribed in this paragraph.

Ultraviolet 
absorbance 
per centi­
meter path 

length
280-289 millimicrons. 
290-299 millimicrons. 
300-359 millimicrons. 
360-400 millimicrons.

0.15 maximum 
0.12 maximum 
0.08 maximum 
0.02 maximum

A n a l y t i c a l  S p e c i f i c a t i o n  f o r  P e t r o l e u m  
W ax

General Instructions
Because of the sensitivity of the test, the 

possibility of errors arising from contamina­
tion is great. It is of the greatest importance 
that all glassware be scrupulously cleaned to 
remove all organic matter such as oil, grease, 
detergent residues, etc. Examine all. glass­
ware, including stoppers and stopcocks, under 
ultraviolet light to detect any residual 
fluorescent contamination. As a precaution­
ary measure it is recommended practice to 
rinse all glassware with purified isooctane 
immediately before use.. No grease is to be 
used on stopcocks or joints. Great care to 
avoid contamination of wax samples is han­
dling and to assure absence of any extraneous 
material arising from inadequate packaging 
is essential. Because some of the polynu­
clear hydrocarbons sought in this test are 
very susceptible. to photo-oxidation, the en­
tire procedure is to be carried out under sub­
dued light.

Apparatus
Separatory funnels. 250-milliliter, 500- 

milliliter, 1,000-milliliter, and preferably 
2,000-milliliter capacity, equipped with tetra- 
fluoroethylene polymer stopcocks.

Reservoir. 500-milliliter capacity, equipped 
with a 24/40 standard taper male fitting ait 
the bottom and a suitable ball-joint at the 
top for connecting to the nitrogen supply.

The male fitting should be equipped with 
glass hooks.

Chromatographic tube. 180 millimeters 
in length, inside diameter to be 15.7 milli­
meters ±0.1 millimeter, equipped with a 
coarse, frltted-glass disc, a tetrafluoroethyl- 
ene. polymer stopcock, and a female 24/40 
standard tapered fitting at the opposite end. 
(Over-all length of the column with the fe­
male joint is 235 millimeters.) The female 
fitting should be equipped with glass hooks.

Disc. Tetrafluoroethylene polymer 2-inch 
diameter disc approximately %6-inch thick 
with a hole bored in the center to closely 
fit the stem of the chromatographic tube.

Heating jacket. Conical, for 500-milliliter 
separatory funnel. (Used with variable 
transformer heat control.)

Suction flask. 250-milliliter or 500-milli- 
liter filter flask.

Condenser. 24/40 joints, fitted with a dry­
ing tube, length optional.

Evaporation flask (optional). 250-milli­
liter or 500-milliliter capacity all-glass flask 
equipped with standard taper stopper having 
inlet and outlet tubes to permit passage of 
nitrogen across the surface of contained 
liquid to be evaporated.

Vacuum distillation assembly.. All glass 
(for purification of dimethyl sulfoxide); 2- 
liter distillation, flask with heating mantle; 
Vigreaux vacuum-jacketed condenser (or 
equivalent) about 45 centimeters in length 
and distilling head with separable cold finger 
condenser. Use of tetrafluoroethylene poly­
mer sleeves on the glass Joints will prevent 
freezing. Do not use grease on stopcocks or 
joints.

Spectrophotometric cells. Fused quartz 
cells, optical path length in the range of 
5.000 centimeters ±0.005 centimeter; also for 
checking spectrophotometer performance 
only, optical path length in the range 1.000 
centimeter ±0.005 centimeter. With distilled 
water in the cells, determine any absorbance 
differences.

Spectrophotometer. Spectral range 250 
millimicrons—400 millimicrons with spectral 
slit width of 2 millimicrons or less; under 
instrument operating conditions for these 
absorbance measurements, the spectropho­
tometer shall also meet the following per­
formance requireihents:

Absorbance repeatability, ±0.01 at 0.4 ab­
sorbance.

Absorbance accuracy,1 ±0.05 at 0.4 ab­
sorbance.

Wavelength repeatability, ±0.2 millimi­
cron.

Wavelength accuracy, ±1.0 millimicron.
Nitrogen cylinder. Water-pumped or equiv­

alent purity nitrogen in cylinder equipped 
with regulator and valve to control flow 
at 5 p.s.i.g.

R e a g e n t s  a n d  M a t e r ia l s

Organic solvents; All solvents used 
throughout the procedure shall meet the 
specifications and tests described in this 
specification. The isooctane, benzene, ace­
tone, and methyl alcohol designated in the 
list following this paragraph shall pass the 
following test :

To the specified quantity of solvent in a 
250-milliliter Erlenmeyer flask, add 1 milli­
liter of purified n-hexadecane and evaporate 
on the steam bath under a stream of nitro­
gen (a loose aluminum foil jacket around

1 As determined by procedure using potas­
sium chromate for reference standard and 
described In National Bureau of Standards 
Circular 484, Spectrophotometry, U.S. De­
partment of Commerce, 1949. The accuracy 
is to be determined by comparison with the 
standard values at 290, 345, and 400 millimi­
crons.

the flask will speed evaporation). Discon­
tinue evaporation When not over 1 milliliter 
of residue remains. (To the residue from 
benzene add a 10-milliliter portion of puri­
fied isooctane, reevaporate, and repeat once 
to insure complete removal of benzene.)

Alternatively, the evaporation time can 
be reduced by using the optional evapora­
tion flask. In this case the solvent and 
n-hexadecane are placed in the flask on the 
steam bath, the tube assembly is inserted, 
and a stream of nitrogen is fed through thé 
inlet tube while the outlet tube is connected 
to a  solvent trap and vacuum line in such 
a way as to prevent any flow-back of con­
densate into the flask.

Dissolve the 1 milliliter of hexadecane resi­
due in isooctane and make to 25 milliliters 
volume. Determine the absorbance in the 
5-centimeter path length cells compared to 
isooctane as reference. The absorbance of 
the solution o f the solvent residue (except 
for methyl alcohol) shall not exceed 0.01 per 
centimeter path length between 280 and 400 
mu. For methyl alcohol this absorbance value 
shall be 0.00.

Isooctane (2,2,4-tfimethylpentane) .Use 180 
milliliters for the test described in the pre­
ceding paragraph. Purify, if necessary, by 
passage through a column of activated silica 
gel (Grade 12, Davison Chemical Company, 
Baltimore, Maryland, or equivalent) about 90 
centimeters in length and 5 centimeters to 
8 centimeters in diameter.

Benzene, A.C.S. reagent grade. Úse 150 
milliliters for the test. Purify, if necessary, 
by distillation or otherwise.

Acetone, A.C.S. reagent grade. Use 200 
milliliters for the test. Purify, if necessary, 
by distillation.

Eluting mixtures:
1. 10 percent benzene in isooctane. Pipet 

50 milliliters of benzene into a 500-milliliter 
glass-stoppered volumetric flask and adjust 
to volume with isooctane, with mixing.

2. 20 percent benzene in isooctane. Pipet 
50 milliliters of benzene into a 250-milliliter 
glass-stoppered volumetric flask, and adjust 
to volume with isooctane, With mixing.

3. Acetone-benzene-water mixture. Add 20 
milliliters o f water ta  380! milliliters of ace­
tone and 200 milliliters of benzene, and mix.

n-Hexadecane, 99 percent olefin-free. Di­
lute 1.0 milliliter of n-hexadecane to 25 mil­
liliters with isooctane and determine the ab­
sorbance in a  5-centimeter cell compared to 
isooctane as reference point between 280 mu- 
400 m^. The absorbance per centimeter path 
length shall not exceed 0.00 in this range. 
Purify, if necessary, by percolation through 
activated silica gel or by distillation.

Methyl alcohol, A.C.S. reagent grade. Use 
10.0 milliliters of methyl alcohol. Purify, if 
necessary, by distillation.

Dimethyl sulfoxide. Pure grade, clear, 
water-white, m.p. 18° minimum. Dilute 120 
.milliliters of dimethyl sulfoxide with 240 mil­
liliters of distilled water in a 500-milliliter 
separatory funnel, mix and allow to cool for 
5-10 minutes. Add 40 milliliters of isooctane 
to the solution and extract by shaking the 
funnel vigorously for 2 minutes. Draw off 
the lower aqueous layer into a second 500- 
milliliter separatory funnel and repeat the 
extraction with 40 milliliters of isooctane. 
Draw off and discard the aqueous layer. 
Wash each of the 40-milliliter extractives 
three times with 50-miUIliter portions of dis­
tilled water. Shaking time for each wash is 
1 minute. Discard the aqueous layers. F i l t e r  
the first extractive through anhydrous so­
dium sulfate prewashed with isooctane (se e  
Sodium sulfate under “Reagents and M a ­
terials” for preparation of filter), Into a 250- 
milliliter Erlenmeyer flask, or optionally into 
the evaporating flask. Wash the first sepa­
ratory funnel with the second 40-miuiii _ 
isooctane extractive, and pass through t 
sodium sulfate into the flask. Then w a s
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the second and first separatory funnels suc­
cessively with a 10-milliliter portion of iso­
octane, and pass the solvent through the so­
dium sulfate into the flask. Add 1 milliliter 
of n-hexadecane and evaporate the isooctane 
on the steam bath under nitrogen. Discon­
tinue evaporation when not over 1 milliliter 
of residue remains. To the residue, add a 
10-milliliter portion of isooctane and reevap­
orate to 1 milliliter of hexadecane. Again, 
add 10 milliliters of isooctane to the residue 
and evaporate to 1 milliliter of hexadecane 
to insure complete removal of all volatile ma­
terials. Dissolve the 1 milliliter of hexadec­
ane in isooctane and make to 25-milliliter 
volume. Determine the absorbance in 5- 
centimeter path length cells compared to iso­
octane as reference. The absorbance of the 
solution should not exceed 0.02 per centi­
meter path length in the ,280 m/t-400 m/i 
range. (Note.—Difficulty in meeting this ab­
sorbance specification may be due to organic 
impurities in the distilled water. Repetition 
of the test omitting the dimethyl sulfoxide 
will disclose their presence. If necessary to 
meet the specification, purify the water by 
redistillation, passage through an  ion- 
exchange resin, or otherwise.)

Purify, if necessary, by the following pro­
cedure: To 1,500 milliliters of dimethyl sulf­
oxide in a 2-liter glass-stoppered flask, add 
6.0 milliliters of phosphoric acid and 50 grams 
of Norit A (decolorizing carbon, alkaline) or 
equivalent. Stopper the flask, and with the 
use of a magnetic stirrer (tetrafluoroethylene 
polymer coated bar) stir the solvent for 15 
minutes. Filter the dimethyl sulfoxide 
through four thicknesses of fluted paper (18.5 
centimeters, Schleicher & Schuell, No. 597, or 
equivalent). If the initial filtrate contains 
carbon fines, refilter through the same filter 
until a clear filtrate is obtained. Protect the 
sulfoxide from air and moisture during this 
operation by covering the solvent in the fun­
nel and collection flask with a layer of iso- 
octane. Transfer the filtrate to a 2-liter sep­
aratory funnel and draw off the dimethyl 
sulfoxide into the 2-liter distillation flask 
of the vacuum distillation assembly and dis­
till at approximately 3-millimeter Hg pres­
sure or less. Discard the first 200-milliliter 
fraction of the distillate and replace the dis­
tillate collection flask with a clean one. Con­
tinue the distillation until approximately 1 
liter of the sulfoxide has been collected.

At completion of the distillation, the re­
agent should be stored in glass-stoppered 
bottles since it is very hygroscopic and will 
react with some metal containers in the pres- 
sence of air.

Phosphoric acid,. 85 percent A.C.S. reagent 
grade. - >

Sodium borohydride. 98 percent.
Magnesium oxide (Sea Sorb 43, Food 'Ma­

chinery Company, Westvaco Division, distrib­
uted by chemical supply firms, or equiv­
alent) . Place 100 grams of the magnesium 
oxide in a large beaker, add 700 milliliters of 
distilled water to make a thin slurry, and 
heat on a steam bath for 30 minutes with 
intermittent stirring. Stir well initially to 
insure that all the absorbent is completely 
wetted. Using a Buchner funnel and a filter
paper (Schleicher & Schuell No. 597, or equiv­
alent) of suitable diameter, filter with suc­
tion. Continue suction until water no 
longer drips from the funnel. Transfer the 
absorbent to a glass trough lined with alumi­
num foil (free from rolling oil). Break up 
the magnesia with a clean spatula and spread 
out the absorbent on the aluminum foil in 
+v,-,yer about 1 centimeter to 2 centimeters 
thick. Dry for 24 hours at 160° C d= 1* C. 

ulverize the magnesia with mortar and pes- 
®*eve the pulverized absorbent between 

180 mesh. Use the magnesia retained on 
the 180-mesh sieve.

Celite 545. Johns-Manville Company, dia- 
tomaceous earth, or equivalent.

Magnesium oxide-Celite 545 mixture 
(2+1)  by weight. Place the magnesium 
oxide (60-180 mesh) and the Celite 545 in 
2 to 1 proportions, respectively, by weight 
in a glass-stoppered flask large enough for 
adequate mixing. Shake vigorously for 10 
minutes. Transfer the mixture to a glass 
trough lined with aluminum foil (free from 
rolling oil) and spread it out on a layer 
about 1 centimeter to 2 centimeters thick. 
Reheat the mixture at 160# C ±  1“ C for 
2 hours, and store in a tightly closed flask.

Sodium sulfate, anhydrous, A.C.S. reagent 
grade, preferably in granular form. For each 
bottle of sodium sulfate reagent used, estab­
lish as follows the necessary sodium sulfate 
prewash to provide such filters required, in 
the method: Place approximately 35 grams 
of anhydrous sodium sulfate in a 30-milli­
liter coarse, fritted-glass funnel or in a 65- 
millimeter filter funnel with glass wool plug; 
wash with successive 15-fnilliliter portions 
of the indicated solvent until a 15-milliliter 
portion of the wash shows 0.00 absorbance 
per centimeter path length between 280 
m/i and- 400 m/t when tested as prescribed 
under “Organic solvents.” Usually three 
portions of wash solvent are sufficient.

Before proceeding with analysis of a 
sample, determine the absorbance in a 5- 
centimeter path cell between 250 m/i and 400 
m/t for the reagent blank by carrying out the 
procedure, without a wax sample, at room 
temperature, recording the spectra after the 
extraction stage and after the complete pro­
cedure as prescribed. The absorbance per 
centimeter path length following the extrac­
tion stage should not exceed 0.040 in the 
wavelength range from 280 m/t to 400 m/t; the 
absorbance per centimeter path length fol­
lowing the complete procedure should not ex­
ceed 0.070 in the wavelength range from 280 
m/t to 299 m/t, inclusive, nor 0.045 in the 
wavelength range from 300 m/t to 400 m/t. 
If in either spectrum the characteristic ben­
zene peaks in the 250 m/t-260 m/t region are 
present, remove the benzene by the procedure 
under “Organic solvents” and record absorb­
ance again.

Place 300 milliliters of dimethyl sulfoxide 
in a 1-liter separatory funnel and add 75 
milliliters of phosphoric acid. Mix the 
contents of the funnel and allow to stand for 
10 minutes. (The reaction between the sulf­
oxide and the acid is exothermic. Release 
pressure after mixing, then keep funnel stop­
pered.) Add 150 milliliters of isooctane and 
shake to preequilibrate the solvents. Draw 
off the individual layers and store in glass- 
stoppered flasks.

Place a representative 1-kilogram sample 
of wax, or if this amount is not available, 
the entire sample, in a beaker of a capacity 
about three times the volume of the sample 
and heat with occasional stirring on a steam 
bath until the wax is completely melted and 
homogeneous. Weigh four 25-gram ±0.2 
gram portions of the melted wax in separate 
100-milliliter beakers. Reserve three of the 
portions for later replicate analyses as neces­
sary. Pour one weighed portion immediately 
after remelting (on the steam bath) into a 
500-milliliter separatory funnel containing 
100 milliliters of the preequilibrated sulf­
oxide-phosphoric acid mixture that has been 
heated in the heating jacket at a temperature 
just high enough to keep the wax melted. 
(Note: In preheating the sulfoxide-acid 
mixture, remove the stopper of the separatory 
funnel at intervals to release the pressure.)

Promptly complete the transfer of the 
sample to the funnel in the jacket with 
portions of the preequilibrated isooctane, 
warming the beaker, if necessary, and using 
a total volume of just 50 milliliters of the 
solvent. If the wax comes out of solution 
during these operations, let the stoppered 
funnel remain in the jacket until the wax 
redissolves. (Remove stopper from the fun-

14523
nel at intervals to release pressure.) When 
the wax is in solution, remove the funnel 
from the jacket and shake it vigorously for 2 
minutes. Set up three 250-milliliter sepa­
ratory funnels with each containing 30 milli­
liters of preequilibrated isooctane. After 
separation of the liquid phases, allow to cool 
until the main portion of the wax-isooctane 
solution begins to show a precipitate. Gently 
swirl the funnel when precipitation first oc­
curs on the inside surface of the funnel to 
accelerate this process. Carefully draw off 
the lower layer, filter it slowly through a thin 
layer of glass wool fitted loosely in a filter 
funnel into the first 250-milliliter separa­
tory funnel, and wash in tandem with the 
30-milliliter portions of isooctane contained 
in the 250-milliliter separatory funnels. 
Shaking time for each wash is 1 minute. 
Repeat the extraction operation with two ad­
ditional portions of the sulfoxide-acid mix­
ture, replacing the funnel in the jacket after 
each extraction to keep the wax in solution 
and washing each extractive in tandem 
through the same three portions of isooctane.

Collect the successive extractives (300 mil­
liliters total) in a separatory funnel (prefer­
ably 2-liter), containing 480 milliliters of dis­
tilled water, mix, and allow to cool for a few 
minutes after the last extractive has been 
added. Add 80 ' milliliters of isooctane to 
the solution and extract by shaking the fun­
nel vigorously for 2 minutes. Draw off the 
lower aqueous layer into a second separatory 
funnel (preferably 2-liter) and repeat the 
extraction with 80 milliliters of isooctane 
Draw off and discard the aqueous layer. 
Wash each of the 80-milliliter extractives 
three times with 100-milliliter portions of 
distilled water. Shaking time for each wash 
is 1 minute. Discard the aqueous layers. 
Filter the first extractive through anhydrous 
sodium sulfate prewashed with isooctane 
(see Sodium Sulfate under “Reagents and 
Materials” for preparation of filter) into a 
250-milliliter Erlenmeyer flask (or option­
ally into the evaporation flask). Wash the 
first separatory funnel with the second 80- 
milliliter isooctane extractive and pass 
through the sodium sulfate. Then wash the 
second and first separatory funnels succes­
sively with a 20-milliliter portion of isooctane 
and pass the solvent through the sodium 
sulfate into the flask. Add 1 milliliter of 
n-hexadecane and evaporate the isooctane on 
the steam bath under nitrogen. Discontinue 
evaporation when not over 1 milliliter of 
residue remains. To the residue, add a 10- 
milliliter portion of isooctane, reevaporate 
to 1 milliliter of hexadecane, and repeat this 
operation once.

Quantitatively transfer the residue with 
isooctane to a 25-milliliter volumetric flask, 
make to volume, and mix. Determine the 
absorbapce of the solution in the 5-centi­
meter path length cells compared to isooc­
tane as reference between 280 m/t-400 m/i 
(take care to lose none of the solution in 
filling the sample cell). Correct the absorb­
ance values for any absorbance derived from 
reagents as determined by carrying out the 
procedure without a wax sample. If the 
corrected absorbance does not exceed the 
limits prescribed in this paragraph (b), the 
wax meets the ultraviolet absorbance speci­
fications. If the corrected absorbance per 
centimeter path length exceeds the limits 
prescribed in this paragraph (b), proceed as 
follows:

Quantitatively transfer the isooctane solu­
tion to a' 125-milliliter flask equipped with 
24/40 joint and evaporate the isooctane on 
the steam bath under a stream of nitrogen 
to a volume of l  milliliter of hexadecane. 
Add 10 milliliters of methyl alcohol and ap­
proximately 0.3 gram of sodium borohydride. 
(Minimize exposure of the borohydride to 
the atmosphere. A measuring dipper may be 
used.) Immediately fit a water-cooled con­
denser equipped with a 24/40 joint and with
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a drying tube into the flask, mix until the 
borohydride is dissolved, and allow to stand 
for 30 minutes at room temperature, with 
intermittent swirling. At the end of this pe­
riod, disconnect the flask and evaporate the 
methyl alcohol on the steam bath under 
nitrogen until the sodium borohydride 
begins to come out of the solution. Then add 
10 milliliters of isooctane and evaporate to a 
volume of about 2-3 milliliters. Again, add 
10 milliliters of isooctane and concentrate to 
a volume of approximately 5 milliliters. Swirl 
the flask repeatedly to assure adequate wash­
ing of the sodium borohydride residues.

Fit the tetrafluoroethylene polymer disc on 
the upper part of the stem of the chroma­
tographic tube, then place the tube wih the 
disc on the suction flask and apply the vac­
uum (approximately 135 millimeters Hg 
pressure). Weight out 14 grams of the 2:1 
magnesium oxide-Celite 545 mixture and 
pour the adsorbent mixture into the chroma­
tographic tube in approximately 3-centi­
meter layers. After the addition of each 
layer, level off the top of the adsorbent with 
a flat glass rod or metal plunger by pressing 
down firmly until the adsorbent is well 
packed. Loosen the topmost few millimeters 
of each adsorbent layer with the end of a 
metal rod before the addition of the next 
layer. Continue packing in this manner 
until all the 14 grams of the adsorbent is 
added to the tube. Level off the top of the 
absorbent by pressing down firmly with a 
flat glass rod or metal plunger to make the 
depth of the adsorbent bed approximately 
12.5 centimeters in depth. Turn off the 
vacuum and remove the suction flask. Fit 
the 500-milliliter reservoir onto the top of 
the chromatographic column and prewet the 
column by passing 100 milliliters of isooc­
tane through the column. Adjust the ni­
trogen pressure so that the rate of descent of 
the isooctane coming off of the column is be­
tween 2-3 milliliters per minute. Discon­
tinue pressure just before the last of the 
isooctane reaches the level of the adsorbent. 
(Caution: Do not allow the liquid level to 
recede below the adsorbent level at any 
time.) Remove the reservoir and decant the 
5-milliliter isooctane concentrate solution 
onto the column and with slight pressure 
again allow the liquid level to recede to barely 
above the adsorbent level. Rapidly com­
plete the transfer similarly with two 5-milli­
liter portions of isooctane, swirling the flask 
repeatedly each time to assure adequate 
washing of the residue. Just before the final 
5-milliliter wash reaches the top o f ' the 
adsorbent, add 100 milliliters of isooctane to 
the reservoir and continue the percolation 
at the 2-3 milliliter per minute rate. Just 
before the last of the isooctane reaches the 
adsorbent level, add 100 milliliters of 10 per­
cent benzene in isooctane to the reservoir ahd 
continue the percolation at the aforemen­
tioned rate. Just before the solvent mixture 
reaches adsorbent level, add 25 milliliters of 
20 percent benzene in isooctane to the reser­
voir and continue the percolation at 2-3 mil­
liliters per minute until all this solvent mix­
ture has been removed from the column. 
Discard all the elution solvents collected up 
to this point. Add 300 milliliters of the 
acetone-benzene-water mixture to the reser­
voir and percolate through the column to 
elute the polynuclear compounds. Collect 
the eluate in a clean 1-liter separatory fun­
nel. Allow the column to drain until most 
of the solvent mixture is removed. Wash the 
eluate three times with 300-milliliter por­
tions pf distilled water, shaking well for each 
wash. (The addition of small amounts of 
sodium chloride facilitates separation.) 
Discard the aqueous layer after each wash. 
After the final separation, filter the residual

benzene through anhydrous sodium sulfate 
prewashed with benzene (see Sodium sulfate 
under “Reagents and Materials” for prepa­
ration of filter) into a 250-milliliter Erlen- 
meyer flask (or optionally into the evapora­
tion flask). Wash the separatory funnel 
with two additional 20-milliliter portions of 
benzene which are also filtered through the 
sodium sulfate. Add 1 milliliter of n-hexa- 
decane and completely remove the benzene 
by evaporation under nitrogen, using the 
special procedure to eliminate benzene. as 
previously described under “Organic Sol­
vents.” Quantitatively transfer the residue 
with isooctane to a 25-milliliter volumetric 
flask and adjust to volume. Determine the 
absorbance of the solution in the 5-centi­
meter path length cells compared to isooc­
tane as reference between 250 m^-400 m^. 
Correct for any absorbance derived from the 
reagents as determined by carrying out the 
procedure without* a wax sample. If either 
spectrum shows the characteristic benzene 
peaks in the 250 m^-260 mM region, evaporate 
the solution to remove benzene by -the pro­
cedure under “Organic Solvents.” Dissolve 
the residue, transfer quantitatively, and ad­
just to volume in isooctane in a 25-milli­
liter volumetric flask. Record the absorb­
ance again. If the corrected absorbance does 
not exceed the limits prescribed in this para­
graph (b), the wax meets the ultraviolet 
absorbance specifications.

(c) Petroleum wax may contain any 
antioxidant permitted in food by regu­
lations issued in accordance with section 
409 of the act, in an amount not greater 
than that required to produce its in­
tended effect.

(d) Petroleum wax Is used or intended 
for use as follows:

Use
In chewing gum base, 

as a masticatory 
substance.

On cheese and raw 
fruits and vegetables 
as a protective coat­
ing.

As a defoamer in 
food.

Limitations 
In an amount not to 

exceed good man­
ufacturing prac­
tice.

Do.

In accordance with 
§ 173.340 of this 

chapter.
§ 172.883 Synthetic petroleum wax.

Synthetic petroleum wax may be 
safely used in or on foods in accordance 
with the following conditions:

(a) Synthetic petroleum wax is a mix­
ture of solid hydrocarbons, paraffinic in 
nature, prepared by catalytic polymeri­
zation of ethylene, and refined to meet 
the specifications prescribed by this 
section.

(b) Synthetic petroleum wax meets the 
ultraviolet absorbance limits of § 172.- 
886(b) when subjected to the analytical 
procedure described therein.

(c) Synthetic petroleum wax has a 
number average molecular weight of not 
less than 500 nor greater than 1,200 as 
determined by vapor pressure osmome­
try.

(d) Synthetic petroleum wax may con­
tain any antioxidant permitted in food 
by regulations issued in accordance with 
section 409 of the Act, in an amount not 
greater than that required to produce its 
intended effect.

(e) Synthetic petroleum wax is used or 
intended for use as follows:

Limitations 
In accordance with 

§ 172.615 in an 
amount not to ex­
ceed good' man­
ufacturing prac­
tice.

In an amount not to 
exceed'good man­
ufacturing prac­
tice.

In accordance with 
§ 173.340 of this 
chapter.

§ 172.890 Riee bran wax.
Rice bran wax may be safely used in 

food in accordance with the following 
conditions:

(a) It is the refined wax ^obtained 
from rice bran and meets the following 
specifications:

Melting point 75° C to 80° C.
Free fatty acids, maximum 10 percent. 
Iodine number, maximum 20. 
Saponification number 75 to 120.
(b) It is used or intended for use as 

follows:
Food _ Limitation in food Use

Candy_________ ___50 p.p.m..................- Coating.
Fresh fruits and fresh ____do---------------- Do.

vegetables.
Chewing gam___ 2JS pet-----.............. Plasticizing

material.

§ 172.892 Food starch-modified.
Food starch-modified as described in 

this section may be safely used in food. 
The quantity of any substance employed 
to effect such modification shall not ex­
ceed the amount reasonably required to 
accomplish the intended physical or 
technical effect, nor exceed any limita­
tion prescribed. To insure safe use of 
the food starch-modified, the label of the 
food additive container shall bear the 
name of the additive “food starch-modi­
fied” in addition to other information re­
quired by the act. Food starch may be 
modified by treatment prescribed as 
follows:

(a) Food starch may be acid-m odified 
by treatment with hydrochloric acid or 
sulfuric acid or both.

(b) Food starch may be bleached by 
treatment with one or -more of the 
following:

Lim ita tions
Active oxygen obtained — ------------ ------

from hydrogen perox­
ide and/or peracetic 
acid, not to exceed 0.- 
45 percent of active 
oxygen.

Ammonium persulfate, ------ ----- — ------
not to exceed 0.075 
percent and sulfur di­
oxide, not to exceed 
0.05 percent.

Chlorine, as sodium hy- ---------------- -—
pochlorite, not to ex­
ceed 0.0082 pound of 
chlorine per pound of 
dry starch.

Potassium permanga- Residual m a n g a -  
nate, not to exceed 0.2 nese (calculate^
percent. as W ’ ™ * *exceed 50 parts 

per million In 
food s t a r c h -  
modified.

Sodium chlorite, not to --------- --------
exceed 0.5 percent.

Use
In chewing gum base, 

as a masticatory 
substance.

On cheese and raw 
fruits and vegeta­
bles as a protective 
coating.

As a defoamer in food.
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(c) Food starch may be oxidized by 

treatment with chlorine, as sodium hy­
pochlorite, not to exceed 0.055 pound of 
chlorine per pound of dry starch.

(d) Food starch may be esterified by 
treatment with one of the following:

Limitations
Acetic anhydride______  Acetyl groups in

food s t a r c h -  
modified not to 
exceed 2.5 per­
cent.

Adipic anhydride, not to Do.
exceed 0.12 percent, 
and acetic anhydride.

Monosodium orthophos- Residual p h o s ­
phate. phate in food

starch - modified 
not to- exceed 
0.4 percent cal- 
c u l a t e d  a s  

phosphorus.
1-Octenyl succinic an- 
. hydride, not to exceed 

3 percent.
1-Octenyl succinic an­

hydride, not to exceed 
2 percent, and alu­
minum sulfate, not to 
exceed 2 percent.

Phosphorus oxychloride, 
not to exceed 0.1 per­
cent.

Phosphorus oxychloride, 
not to exceed 0.1 per­
cent, followed by either 
acetic anhydride, not 
to exceed 8 percent, or 
vinyl acetate, not to 
exceed 7.5 percent.

S o d i u m  trimetaphos­
phate.

Sodium tripolyphosphate 
and sodium trimeta­
phosphate.

Succinic anhydride, not 
to exceed 4 percent. 

Vinyl acetate.

Acetyl groups in 
food s t a r c h -  
modified not 
to  exceed 2.5 
peroent.

Residual p h o s ­
phate in food 
starch-m o d i- 
fied not to ex­
ceed 0.04 per­
cent, calcu­
lated as phos­
phorus.

Residual p h o s ­
phate in food 
starch-m o d 1- 
fied not to ex­
ceed 0.4 per­
cent calculated 
'as phosphorus.

Acetyl groups in 
food s t a r c h -  
modified not to 
exceed 2.5 per­
cent.

(e) Food starch may be etherified by 
treatment with one of the following :

Acrolein, not to exceed 
0.6 percent.

Epiehlorohydrin, not to 
exceed 0.3 percent.

Epiehlorohydrin, not to 
exceed 0.1 percent, com­
bined with propylene 
oxide, not to exceed 10 
percent.

Epiehlorohydrin, not to 
exceed 0.1 percent, 
followed by propylene 
oxide, not to exceed 25 
percent.

Propylene oxide, not to 
exceed 25 percent.

Limitations

Residual propyl­
ene chlorohy- 
drin not more 
than 5 parts 
per million in 
f o o d  starch - 
modified.
Do.

Do.

(f) Food starch may be esterified and 
etherified by treatment with one of the 
following:

Limitations
Acrolein, not to exceed 

0.6 percent and vinyl 
acetate, not to exceed 
7.5 percent.

Epiehlorohydrin, not to 
exceed 0.3 percent, and 
acetic anhydride.

Epiehlorohydrin, not to 
exceed 0.3 percent, and 
succinic anhydride, not 
to exceed 4 percent.

Phosphorus oxychloride, 
not to exceed 0.1 per­
cent, and propylene 
oxide, not to exceed 10 
percent.

Acetyl groups in 
food s t a r c h -  
modified not to 
exceed 2.5 per­
cent.

Acetyl groups in 
food s t a r c h -  
modified not to 
exceed 2.5 per­
cent.

Residual propyl­
ene chlorohy- 
drin not more 
than 5 parts 
per million in 
food s t a r c h -  
modified.

(g) Food starch may be modified by 
treatment with one of the following:

Chlorine, as sodium hy­
pochlorite, not to ex­
ceed 0.055 pound of 
chlorine per pound of 
dry starch; 0.45 percent 
of active oxygen ob­
tained from hydrogen 
peroxide; and propylene 
oxide, not to exceed 25 
percent.

Sodium hydroxide, not to 
exceed 1 percent.

Limitations 
Residual propyl­

ene chlorohy- 
drin not more 
than 5 parts 
per million in 
food s t a r c h -  
modified.

(h) Food starch may be modified by a 
combination of the treatments prescribed 
by paragraphs (a) and/or (b) of this 
section and any one of the treatments 
prescribed by paragraph (c), (d), (e), 
(f), or (g) of this section, subject to any 
limitations prescribed by the paragraphs 
named.
§ 172.894 Modified cottonseed products 

intended for human consumption.
The food additive modified cottonseed 

products may be used for human con­
sumption in accordance with the follow­
ing prescribed conditions:

(a) The additive is derived from:
(1) Decorticated, partially defatted, 

cooked, ground cottonseed kernels; or
(2) Decorticated, ground cottonseed 

kernels, in a process that utilizes 
n-hexane as an extracting solvent in 
such a way that no more than 60 parts 
per million of n-hexane residues and 
less than 1 percent fat by weight remain 
in the finished product; or

(3) Glandless cottonseed kernels 
roasted to attain a temperature of not 
less than 250° F in the kernel for not less 
than 5 minutes for use as a snack food, 
or in baked goods, or in soft candy; or

(4) Raw glandless cottonseed kernels 
may be used in hard candy where the 
kernel. temperature during cooking will 
exceed 250° F for not less than 5 minutes.

(b) The additive is prepared to meet 
the following specifications:

(1) Free gossypol content not to ex­
ceed 450 parts per million.

(2) It contains no added arsenic com­
pound and therefore may not exceed a 
maximum natural background level of 
0.2 part per million total arsenic, calcu- 

. lated as As.
(c) To assure safe use of the additive, 

the label of the food additive container 
shall bear, in addition to other informa­
tion required by the act, the name of 
the additive as follows :

(1) The additive identified in para­
graph (a)(1) of this section as “par­
tially defatted, cooked cottonseed flour”.

(2) The additive identified in para­
graph (a) (2) of this section as “defatted 
cottonseed floor”.

(3) The additive identified in para­
graph (a) (3) of this section as “roasted 
glandles cottonseed kernels”.

(4) The additive identified in para­
graph (a) (4) of this section as “raw 
glandless cottonseed kernels for use in 
cooked hard candy”.

(d) The Food and Drug Administra­
tion and the Environmental Protection 
Agency have determined that glandless 
cottonseed kernels permitted for use by 
this section are a distinct commodity 
from glanded cottonseed.
§ 172.896 Dried yeasts.

Dried yeast (Saccharomyces cerevisiae 
and Saccharomyces fragilis) and dried 
torula yeast (Candida utilis) may be 
safely used in food provided the total 
folic acid content of the yeast does not 
exceed 0.04 milligram per gram of yeast 
(approximately 0.008 milligram of 
pteroyglutamic acid per gram of yeast).
§ 172.898 Bakers yeast glycan.

Bakers yeast glycan may be safely 
used in food in accordance with the 
following conditions:

(a) Bakers yeast glycan is the com­
minuted, washed, pasteurized, and dried 
cell walls of the yeast, Saccharomyces 
cerevisiae. It is composed principally of 
long chain carbohydrates, not less than 
85 percent on a dry solids basis. The 
carbohydrate is composed of glycan and 
mannan units in approximately a 2:1 
ratio.

(b) The additive meets the following 
specifications on a dry weight basis : Less 
than 0.4 part per million (ppm) arsenic, 
0.13 ppm cadmium, 0.2 ppm lead, 0.05 
ppm mercury, 0.09 ppm selenium, and 
10 ppm zinc.

(c) The viable microbial content of 
the finished ingredient is:

(1) Less than 10,000 organisms/gram 
by aerobic plate count.

(2) Less than 10 yeasts and molds/ 
gram.

(3) Negative for Salmonella, E. coli, co­
agulase positive Staphylococci, Clostrid­
ium perfringens, Clostridium botulinum, 
or any other recognized microbial patho­
gen or any harmful microbial toxin.

(d) The additive is used or intended 
for use only in salad dressings as an 
emulsifier and emulsifier salt as defined 
in § 170.3 (o) (8) of this chapter, stabilizer 
and thickener as defined in § 170.3 (o) 
(28) of this chapter, or texturizer as 
defined in § 170.3(o) (32) of this chapter
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a t a maximum concentration of 5 per­
cent.

(e) The label and labeling of the in­
gredient shail bear adequate directions 
to assure that use of the ingredient com­
plies with this regulation. ̂

PART 173— SECONDARY DIRECT FOOD 
ADDITIVES PERMITTED IN FOOD FOR 
HUMAN CONSUMPTION

Subpart A— Polymer Substances for Food 
Treatment

S gc
173.5 Acrylate-acrylamide resins.
173.10 Modified polyacrylamide resin.
173.20 Io n -e x c h a n g e  m em b ran es.
173.25 Ion-exchange resins.
173.40 Molecular sieve resins.
173.50 P o ly v iny lpo lypyrro lidone .
173.55 P o ly v in y lp y rro lid o n e .

Subpart B— Enzyme Preparations and 
Microorganisms

A m yloglucosidase d eriv ed  from  
Rhizopus niveus.

C arb o h y d rase  a n d  ce llu lase  d erived  
fro m  Aspergillus niger.

C arb o h y d rase  deriv ed  fro m  Rhizo­
pus oryzae.

C ata la se  deriv ed  fro m  Microccocus 
lysodeikticus.

A lp h a-G a lac to s id a se  deriv ed  fro m  
Morteirella vinaceae var. rif- 
flnoseutilizer. V,

M ilk -c lo ttin g  enzym e.
Candida guilliermondii.
Candida lipolytica.

173.110

173.120

173.130

173.135

173.145

173.150 
173.160 
173.165
Subpart C— Solvents, Lubricants, Release Agents 

and Related Substances
173.210 Acetone.
173.220 1,3-Butylene glycol.
173.230 Ethylene dichloride.
173.240 Isopropyl alcohol.
173.250 Methyl alcohol residues.
173.255 Methylene chloride.
173.270 Hexane.
173.275 Hydrogenated sperm oil.
173.280 Solvent extraction process 

citric acid.
173.290 Trichloroethylene.

for

Subpart D— Specific Usage Additives
173.310
173.315

173.320

173.340
173.345
173.350
173.355
173.360
173.385

Boiler water additives.
Chemicals used in washing or to 

assist in the lye peeling of fruits 
and vegetables.

Chemical for controlling microorga­
nisms in cane-sugar and beet- 
sugar mills.

Defoaming agents.
C h lo ro p en ta fiu o ro e th an e .
Combustion product gas.
D ich lo ro d iflu o ro m eth an e .
O ctafluorocy  c lo b u ta n e .
Sodium methyl sulfate.

A u t h o r i t y : Secs. 409, 701, 52 Stat. 1055— 
1056, 72 Stat. 1785-1786 as amended (21 
U.S.C. 348, 371), unless otherwise noted.
Subpart A— Polymer Substances for Food 

Treatment
§ 173.5 Acrylate-acrylamide resins.

Acrylate-acrylamide resins may be 
safely used in food under the following 
prescribed conditions:

(a) The additive consists of one of the 
following:

(1) Acrylamide-acrylic acid resin (hy­
drolyzed polyacrylamide) is produced by 
the polymerization of acrylamide with 
partial hydrolysis, or by copolymeriza­
tion of acrylamide and acrylic acid, with 
the greater part of the «polymer being 
composed of acrylamide units.

(2) Sodium polyacrylate-acrylamide 
resin is produced by the polymerization 
and subsequent hydrolysis of acryloni­
trile in a sodium Silicate-sodium hydrox­
ide aqueous solution, with the greater 
part of the polymer being composed of 
acrylate units.

(b) The additive contains not more 
than 0.05 percent of residual monomer 
'calculated as acrylamide.

(c) The additive is used or intended 
for use as follows:

(1) The additive identified in parar 
graph (a )(1) of this section is used as a 
flocculent in the clarification of beet 
sugar juice and liquor or cane sugar 
juice and liquor in an amount not to ex­
ceed 5 parts per million by weight of the 
juice or 10 parts per million by weight 
of the liquor.

(2) The additive identified in para­
graph (a) (2) of this section is used to 
control organic and mineral scale in beet 
sugar juice and liquor or cane sugar juice 
and liquor in an amount not to exceed
2.5 parts per million by weight of the 
juice or liquor.
§ 173.10 Modified polyacrylamide resin.

Modified polyacrylamide resin may be 
safely used in food in accordance with 
the'following prescribed conditions:

(a) The modified polyacrylamide resin 
is produced by the copolymerization of 
acrylamide with not more than 5-mole 
percent 0-methacrylyloxyethyltrimethyl- 
ammonium methyl sulfate.

(b) The modified polyacrylamide resin 
contains not more than 0.05 percent 
residual acrylamide.

(c) The modified polyacrylamide resin 
is used as a flocculent in the clarification 
of beet or cane sugar juice in an amount 
not exceeding 5 parts per million by 
weight of the juice.

(d) To assure safe use of the additive, 
the label and labeling of the additive 
shall bear, in addition to the other in­
formation required by the act, adequate 
directions to assure use in compliance 
with paragraph (c) of this section.
§ 173.20 Ion-exchange membranes.

Ion-exchange membranes may be safe­
ly used in the processing of food under 
the following prescribed conditions:

(a) The ion-exchange membrane is 
prepared by subjecting a polyethylene 
base conforming tot § 177.1520 of this 
chapter to polymerization with styrene 
until the polystyrene phase of the base 
is not less than 16 percent nor more than 
30 percent by weight. The base is then 
modified by reaction with chloromethyl 
methyl ether, and by subsequent anima­
tion with trimethylamine, dimethyl- 
amine, diethylenetriamine, or dimethyl- 
ethanolamine.

(b) The ion-exchange membrane is 
manufactured so as to comply with the 
following extraction limitations when 
subjected to the described procedure: 
Separate square-foot samples of mem­
brane weighing approximately 14 grams 
each are cut into small pieces and re­
fluxed for 4 hours in 150 cubic centi­
meters of the following solvents: Dis­
tilled water, 5 percent adetic acid, and 50 
percent alcohol. Extraction from each

sample will not exceed 0.4 percent by 
weight of sample.

(c) The ion-exchange membrane will 
be used in the production of grapefruit 
juice to adjust the ratio of citric acid to 
total solids of the grapefruit juice pro­
duced.
§ 173.25 Ion-exchange resins.

Ion-exchange resins may be safely 
used in the treatment of food under the 
following prescribed conditions:

(а) The ion-exchange resins are pre­
pared in appropriate physical form, and 
consist of one or more of the following:

(1) Sulfonated copolymer of styrene 
and divinylbenzene.

(2) Sulfonated anthracite coal meet­
ing the requirements' of ASTM-D388-38, 
Class I, Group 2.

(3) Sulfite-modified cross-linked phe­
nol-formaldehyde, with modification re­
sulting in sulfonic acid groups on side 
chains.

(4) Methacrylic acid-divinylbeneze 
copolymer.

(5) Cross-linked polystyrene, first 
chloromethylated then aminated with 
trimethylamine, dimethylamine, diethyl­
enetriamine, or dimethylethanolamine.

(б) Diethylenetriamine, triethylene- 
tetramine, or tetraethylenepentamine 
cross-linked with epichlorohydrin.

(7) Cross-linked phenol-formaldehyde 
activated with one or both of the follow­
ing: Triethylene tetramine and tetra­
ethylenepentamine.

(8) Reaction resin of formaldehyde, 
acetone, and tetraethylenepentamine.

(9) Completely hydrolyzed copolymers 
of methyl acrylate and divinylbenzene.

(10) Completely hydrolyzed terpoly- 
mers of methyl acrylate, divinylbenzene, 
and acrylonitrile.

(11) Sulfonated terpolymers of sty­
rene, divinylbenzene, and acrylonitrile 
or methyl acrylate.

(12) Methyl acrylate-divinylbenzene 
copolymer containing not less than 2 per­
cent by weight of divinylbenzene, amino- 
lyzed with dimethylaminopropylamine.

(13) Methyl acrylate-divinylbenzene 
copolymer containing not less than 3.5 
percent by weight of divinylbenzene, 
aminolyzed with dimethylaminopropyla­
mine.

- (14) Epichlorohydrin cross-linked
with ammonia.

(15) Sulfonated tetrapolymer of 
styrene, divinylbenzene, acrylonitrile, 
and methyl acrylate derived from a mix­
ture of monomers containing not more 
than a total of 2 percent by weight of 
acrylonitrile and methyl acrylate.

(16) Methyl acrylate-divinylbenzene-
diethylene glycol divinyl ether terpoly- 
mer containing not less than 3.5 percent 
by weight of divinylbenzene and not more 
than 0.6 percent by weight of diethylene 
glycol divinyl ether, aminolyzed with 
dimethylaminopropylamine.

(17) Styrene - divinylbenzene cross- 
linked copolymer, first chloromethylated 
then aminated with dimethylamine and 
oxidized with hydrogen peroxide whereby 
the resin contains not more than 15 per- 
cent by weight of vinyl N,Af-dimethyi- 
benzylamine-N-oxide and not more than
6.5 percent by weight of nitrogen.
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(b) Ion-exchange resins are used in 
the purification of foods, including pota­
ble water, to remove undesirable ions or 
to replace less desirable ions with one or 
more of the following: Bicarbonate, cal­
cium, carbonate, chloride, hydrogen, hy­
droxyl, magnesium, potassium, sodium, 
and sulfate except that: The ion- 
exchange resin identified in paragraph
(a) (12) of this section is used only in 
accordance with paragraph (b)(1) of 
this section, the ion-exchange resin iden­
tified in paragraph (a) (13) of this sec­
tion is used* only in accordance with 
paragraph (b)(2) of this section, the 
resin identified in paragraph (a) (16) of 
this section is used only in accordance 
with paragraph (b) (1) or (2) of this 
section, and the ion-exchange resin iden­
tified in paragraph (a) (17) of this sec­
tion is used only in accordance with 
paragraph (b)(3) of this section.

(1) The ion-exchange resins identified 
in paragraph (a) (12) and .(16) of this 
section are used to treat water for use 
in the manufacture of distilled alcoholic 
beverages, subject to the following con­
ditions :

(1) The water is subjected to treat­
ment through a mixed bed consisting of 
one of the resins identified in paragraph
(a) (12) or (16) of this section and one 
of the strongly acidic cation-exchange 
resins in the hydrogen form identified in 
paragraph (a) (1), (2), and (11) of this 
section; or

(ii) The water is first subjected to one 
of the resins identified in paragraph (a) 
(12) or (16) of this section and is sub­
sequently subjected to treatment through 
a bed of activated carbon or one of the 
strongly acidic cation-exchange resins 
in the hydrogen form identified in para­
graph (a) (1), (2), and (11) of this 
section.

(iii) The temperature of the water 
passing through the resin beds identi­
fied in paragraph (b)(1) (i) and (ii) of 
this section is maintained at 30° C or 
less, and the flow rate of the water pass­
ing through the beds is not less than 2 
gallons per cubic foot per minute.

(iv) The ion-exchange resins identi­
fied in paragraph (a) (12) or (16) of this 
section are exempted from the require­
ments of paragraph (c) (4) of this sec­
tion, but the strongly acidic cation- 
exchange resins referred to in paragraph
(b) (1) (i) and (ii) of this section used in 
the process meet the requirements of 
paragraph (c)(4) of this section, except 
for the exemption described in paragraph
(d) of this section.

(2) The ion-exchange resins identified 
in paragraph (a) (13) and (16) of this 
section are used to treat water and aque­
ous food only of the types Identified 
under categories I, II, and VI-B in table 
1 of § 176.170(c) of this chapter: Pro­
vided, That the temperature of the water 
or food passing through the resin beds 
is maintained at 50° C or less and the 
flow rate of the water or food passing 
through the beds is not less than 0.5 gal­
lon per cubic foot per minute.

(3) The ion-exchange resin identified 
in paragraph (a) (17) of this section is 
used only for industrial application to
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treat bulk quantities of aqueous food, in­
cluding potable water, or for treatment 
of municipal water supplies, subject to 
the condition that the temperature of 
the food or water passing through the 
resin bed is maintained a t 25° C or less 
and the flow rate of the food or water 
passing through the bed is not less than 
2 gallons per cubic foot per minute.

(c) To insure safe use of ion-exchange 
resins, each ion-exchange resin will be:
' (1) Subjected to pre-use treatment by 
the manufacturer and/or the user in ac­
cordance with the manufacturer’s direc­
tions prescribed on the label or labeling 
accompanying the resins, to guarantee a 
food-grade purity of ion-exchange 
resins, in accordance with good manu­
facturing practice.

(2) Accompanied by label or labeling 
to include directions for use consistent 
with the intended functional purpose of 
the resin:

(3) Used in compliance with the label 
or labeling required by paragraph (c) (2) 
of this section.

(4) Found to result in no more than 
1 part per million of organic extractives 
obtained with each of the named sol­
vents, distilled water, 15 percent alcohol, 
and 5 percent acetic acid when, having 
been washed and otherwise treated in ac­
cordance with the manufacturer’s direc­
tions for preparing them for use with 
food, the ion-exchange resin is subjected 
to the following test: Using a separate 
ion-exchange column for each solvent, 
prepare columns using 50 milliliters of 
the ready to use ion-exchange resin that 
is to be tested. While maintaining the 
highest temperature that will be encoun­
tered in use pass through these beds at 
the rate of 350-450 milliliters per hour 
the three test solvents distilled water, J.5 
percent (by volume) ethyl alcohol, and 
5 percent (by weight) acetic acid. The 
first liter of effluent from each solvent is 
discarded, then the next 2 liters are used 
to determine organic extractives. The 
2-liter sample is carefully evaporated to 
constant weight at 105° C; this is total 
extractives. This residue is fired in a 
muffle furnace at 850° C to constant 
weight; this is ash. Total extractives, 
minus ash equals the organic extractives. 
If the organic extractives are greater 
than 1 part per million of the solvent 
used, a blank should be rim on the solvent 
and a correction should be made by sub­
tracting the total extractives obtained 
with the blank from the total extractives 
obtained in the resin test. The solvents 
used are to be made as follows:
Distilled water (de-ionlzed water is distilled). 
15 percent ethyl alcohol made by mixing 15 

volumes of absolute ethyl alcohol A.C.S. 
reagent grade, with 85 volumes of distilled 
de-ionized water.

5 percent acetic acid made by mixing 5 parts 
by weight of A.C.S. reagent grade glacial 
acetic acid with 95 parts by weight of dis­
tilled de-ionized water.

In addition to the organic extractives 
limitation prescribed in this paragraph, 
the ion-exchange resin identified in 
paragraph (a) (17) of this section, when 
extracted with each of the named sol­
vents, distilled water, 50 percent alcohol,
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and 5 percent acetic acid, will be found 
to result in not more than 7 parts per 
million of nitrogen extractives (calcu­
lated as nitrogen) when the resin in the 
free-base form is subjected to the follow­
ing test immediately before each use: 
Using a separate 1-inch diameter glass 
ion-exchange column for each solvent, 
prepare each column using 100 milliliters 
of ready to use ion-exchange resin that 
is to be tested. With the bottom outlet 
closed, fill each ion-exchange column 
with one of the three solvents at a tem­
perature of 25° C until the solvent level 
is even with the top of the resin bed. 
Seal each column at the top and bottom 
and store in a vertical position at a tem­
perature of 25° C. After 96 hours, open 
the top of e&ch column, drain the solvent 
into a collection vessel, and analyze each 
drained solvent and a solvent blank for 
nitrogen by a standard micro-Kjeldahl 
method.

(d) The iori-exchange resins identified 
in paragraph (a)(1), (2), (11), and (15) 
of this section are exempted from the 
acetic acid extraction requirement of 
paragraph (c) (4) of this section.

(e) Acrylonitrile copolymers identified 
in this section shall comply with the 
provisions of § 180.22 of this chapter.
§ 173.40 Molecular sieve resins.

Molecular sieve resins may be safely 
Used in the processing of food under the 
following prescribed conditions:

(a) The molecular sieve resins consist 
of purified devtran having an average 
molecular weight of 40,000, cross-linked 
with epiclilorohydrin in a ratio of 1 part 
of dextran to 10 parts of epichlorohy- 
drin, to give a stable three dimensional 
structure. The resins have a pore size of
2.0 to 3.0 milliliters per gram of dry resin 
(expressed in terms of water regain), 
and a particle size of 10 to 300 microns.

(b) The molecular sieve resins are 
thoroughly washed with potable water 
prior to their first use in contact with 
food.

(c) Molecular sieve resins are used as 
the gel filtration media in the final puri­
fication of partially delactosed whey. The 
gel bed shall be maintained in a sani­
tary manner in accordance with good 
manufacturing practice so as to prevent 
microbial build-up on the bed and adult­
eration of the product.
§ 173.50 Polyvinylpolypyrrolidone.

The food additive polyvinylpolypyr- 
rolidone may be safely used in accord­
ance with the following prescribed con­
ditions:

(a) The additive is a homopolymer of 
purified vinylpyrrolidone catalytically 
produced under conditions producing 
polymerization and cross-linking such 
that an insoluble polymer is produced.

(b) The food additive is so processed 
that when the finished polymer is re­
fluxed for 3 hours with water, 5 percent 
acetic acid, and 50 percent alcohol, no 
more than 50 parts per million of ex- 
tractables is obtained with each solvent.

(c) It is used or intended for use as 
a clarifying agent in beverages and vine­
gar, followed by removal with filtration.
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§ 173.55 Polyvinylpyrrolidone.
The food additive polyvinylpyrrolidone 

may be safely used in accordance with 
the following prescribed conditions:

(a) The additive is a polymer of puri­
fied vinylpyrrolidone catalytically pro­
duced, having an average molecular 
weight of 40,000 and a maximum un-

Food

saturation of 1 percent, calculated as 
the monomer, except that the polyvinyl­
pyrrolidone used in beer is that having 
an average molecular weight of 360,000 
and a maximum unsaturation of 1 per­
cent, calculated as the monomer.

(b) The additive is used or intended 
for use in foods as follows:

Limitations

(b) The organism Micrococcus lyso- 
deikticus is removed from the bacterial 
catalase prior to use of the bacterial 
catalase.

(c) The bacterial catalase is used in 
an amount not in excess of the minimum 
required to produce its intended effect.
§ 173.145 Alplia-Galactosidase derived 

from M o r te i r e l la  v in a c e a e  var. r a f­
f in o s e u t i l i z e r .  ,

Beer ____________________________

Flavor concentrates in tablet form—

Nonnutritive sweeteners in concen­
trated liquid form.

Nonnutritive sweeteners in tablet 
form.

Vitamin and mineral concentrates in 
liquid form.

Vitamin and mineral concentrates in 
tablet form. —

V inegar---------------------------------------

Wine ---------------------------- --------------

As a clarifying agent, at a residual level not to exceed 
10 parts per million.

As a tableting adjuvent in an amount not to exceed 
good manufacturing practice.

As a stabilizer, bodying agent, and dispersant, in 
an amount not to exceed good manufacturing 
practice.

As a tableting adjuvant in an amount not to ex­
ceed good manufacturing practice.

As a stabilizer, bodying agent, and dispersant, in 
an amount not to exceed good manufacturing 
practice.

As a tableting adjuvant in an amount not to ex­
ceed good manufacturing practice.

As a clarifying agent, at a residual level not to exceed 
40 parts per million.

As a clarifying agent, at a residual level not to exceed 
60 parts per million.

Subpart B— Enzyme Preparations and 
Microorganisms

§ 173.110 Amyloglucosidase derived 
from R h iz o p u s  n iv e u s .

Amyloglucosidase enzyme product, 
consisting of enzyme derived from Rhi­
zopus niveus, and dlatomaceous silica as 
a carrier, may be safely used in food in 
accordance with the following condi­
tions:

(a) Rhizopus, niveus is classified as fol­
lows: Class, Phycomycetes; order, Muco- 
rales; family, Mucoraceae; genus, Rhi­
zopus; species, niveus.

(b) The strain of Rhizopus niveus is 
nonpathogenic and nontoxic in man or 
other animals.

(c) The enzyme is produced by a 
process which completely removes the 
organism Rhizopus niveus from the 
amyloglucosidase.

(d) The additive is used or intended 
for use for degrading gelatinized starch 
into constituent sugars, in the production 
of distilled spirits and vinegar.

(e) The additive is used a t a level not 
to exceed 0.1 percent by weight of the 
gelatinized starch.
§ 173.120 Carbohydrase and cellulase 

derived from A s p e r g i l lu s  n ig e r .

Carbohydrase and cellulase enzyme 
preparation derived from Aspergillus 
niger may be safely used in food in ac­
cordance with the following prescribed 
conditions:

(a) Aspergillus niger is classified as 
follows: Class, Deuteromycetes; order, 
Moniliales; family, Moniliaceae; genus, 
Aspergillus; species, niger.

(b) The strain of Aspergillus niger is 
nonpathogenic and nontoxic in man or 
other animals.

(c) The additive is produced by a proc­
ess that completely removes the orga­
nism Aspergillus niger from the carbohy­
drase and cellulase enzyme product.

(d) The additive is used or intended 
for use as follows:

(1) For removal of visceral mass (bel­
lies) in clam processing.

(2) As an aid in the removal of the 
shell from the edible tissue in shrimp 
processing.

(e) The additive is used in an amount 
not in excess of the minimum required 
to produce its intended effect.
§ 173.130 Carbohydrase derived from  

R h ir< o p u s  o r y z a e .

Carbohydrase from Rhizopus oryzae 
may be safely used in the production of 
dextrose from starch in accordance with 
the following prescribed conditions:

(a) Rhizopus oryzae is classified as 
follows: Class, Phycomycetes; order, 
Mucorales; family, Mucoraceae; genus, 
Rhizopus; species, Rhizopus oryzae.

(b) The strain of Rhizopus oryzae is 
nonpathogenic and nontoxic.

(c) The carbohydrase is produced un­
der controlled conditions to maintain 
nonpathogenicity and nontoxicity, in­
cluding the absence of aflatoxin.

(d) The carbohydrase is produced by 
a process which completely removes the 
organism Rhizopus oryzae from the car­
bohydrase product.

(e) The carbohydrase is maintained 
under refrigeration from production to 
use and is labeled to include the neces­
sity of refrigerated storage.
§ 173.135 Catalase derived from M ic r o ­

c o c c u s  l y s o d e ik t i c u s .

Bacterial catalase derived from Micro­
coccus lysodeikticus by a pure culture 
fermentation process may be safely used 
in destroying and removing hydrogen 
peroxide used in the manufacture of 
cheese, in accordance with the following 
conditions.

(a) The organism Micrococcus lyso­
deikticus from which the bacterial cata­
lase is to be derived is demonstrated to 
be nontoxic and nonpathogenic.

The food additive alpha-galactosidase 
and parent mycelial microorganism Mor- 
tierella vinaceae var. raffinoseutilizer 
may be safely used in food in accordance 
with the following conditions:

(a) The food additive is the enzyme 
alpha-galactosidase and the mycelia of 
the microorganism Mortierella vinaceae 
var. raffinoseutilizer which produces the 
enzyme.

(b) The nonpathogenic microorga­
nism matches American Type Culture 
Collection (ATCC) No. 20034,u and is 
classified as follows:
Class: Phycomycetes.
Order: Mucorales.
Family: Mortlerellaceae.
Genus: Mortierella.
Species: vinaceae.
Variety: raffinoseutilizer.

(c) The additive is used or intended 
for use in the production of sugar 
(sucrose) from sugar beets by addition 
as mycelial pellets to the molasses to in­
crease the yield of sucrose, followed by 
removal of the spent mycelial pellets by 
filtration.

(d) The enzyme removal is such that 
there are no enzyme or mycelial residues 
remaining in the finished sucrose.
§,173.150 Milk-clotting enzyme.

Milk-clotting enzyme produced by 
pure-cujture fermentation process may 
be safely used in the production of cheese 
in accordance with the following pre­
scribed conditions:

(a) Milk-clotting enzyme is derived 
from one of the following organisms by 
a pure-culture fermentation process:

(1) Endothia parasitica classified as
follows: Class, Ascomycetgg; order,
Sphaeriales; family, Diaporthacesae; 
genus, Endothia; species, parasitica.

(2) Bacillus cereus classified as fol­
lows: Class, Schizomycetes; order,
Eubacteriales; family, Bacillaceae; 
genus, Bacillus; species, cereus (Frank- 
land and Frankland).

(3) Mucor pusillus Lindt classified as 
follows: Class, Phycomycetes; subclass, 
Zygomycetes; order, Mucorales; family, 
Mucoraceae; genus, Mucor; species, pu­
sillus; variety, Lindt.

(4) Mucor miehei Cooney et Emerson 
classified as follows: Class, Phycomy­
cetes; subclass, Zygomycetes; order, 
Mucorales; family, Mucoraceae; genus, 
Mucor; species, miehei; variety, Cooney

(b) The 'strains of organism identi­
fied in paragraph (a) of this section are

“ Available from: American Type Culture 
Collection, 12301 Parklawn Drive, Rockville, 
MD 20852.
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nonpathogenic and nontoxic in man or 
other animals.

(c) The additive is produced by a proc­
ess that completely removes the gener­
ating organism from the milk-clotting 
enzyme product.

(d) The additive is used in an amount 
not in excess of the minimum required 
to produce its intended eifect in the 
production of those cheeses for which it 
is permitted by standards of identity es­
tablished pursuant to section 401 of the 
act.
§ 173.160 C a n d id a  g u i l l i e r m o n d i i .

The food additive Candida guHlier- 
mondii may be safely used as the or­
ganism for fermentation production of 
citric acid in accordance with the fol­
lowing conditions:

(a) The food additive is the enzyme 
system of the viable organism Candida 
guilliermondii and its concomitant me­
tabolites produced during the fermenta­
tion process.

(b) (1) The nonpathogenic and non-
toxicogenic organism descending from 
strain, American Type Culture Collec­
tion (ATCC) No. 20474,12 is classified as 
follows: ~ .
Class: Deuteromycetes.
Order: Monlllales.
Family: Cryptococcaceae.
Genus: Candida.
Species: guilliermondii.
Variety: guilliermondii.

(2) The taxonomic characteristics of 
the reference culture strain ATCC No. 
20474 agree in the essentials with the 
standard description for Candida guil­
liermondii variety guilliermondii, listed 
in "The Yeasts—A Taxonomic Study,” 2d 
ed., 1970,13 by Jacomina Lodder.

(c) (1) The additive is used or in­
tended for use as a pure culture in the 
fermentation process for the production 
of citric acid using an acceptable aqueous 
carbohydrate substrate.

(2) The organism Candida quillier- 
mondii is made nonviable and is com­
pletely removed from the citric acid dur­
ing the recovery and purification process.

(d) The additive is so used that the 
citric acid produced conforms to the 
specifications of the “Pood Chemicals 
Codex,” 2d ed., 1972.u
§ 173.165 C a n d id a  l i p o l y t i c a .

The food additive Candida lipolytica 
may be safely used as the organism 
for fermentation production of citric 
acid in accordance with the following 
conditions:

(a) The food additive is the enzyme 
system of the organism Candida lipo­
lytica and its concomitant metabolites 
produced during the fermentation 
process.

11 Copies may be obtained from: The Na­
tional Academy of Sciences, 2101 Constitu­
tion Ave. NW„ Washington, D.C. 20037.

12 Available from: American Type Culture 
Collection, 12301 Parklawn Drive, Rockville, 
MD 20852.

13 Copies may be obtained from: Director, 
Division of Food and Color Additives, Bureau 
Of Foods, 200 C St. SW„ Washington, D.C. 
20204.
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(b) (1) The nonpathogenic organism 
is classified as follows:
Class: Deuteromycetes.
Order: Monlllales.
Family: Cryptococcaceae.
Genus: Candida.
.Species: lipolytica.

(2) The taxonomic characteristics of 
the culture agree in the essentials with 
the standard description for Candida 
lipolytica variety lipolytica, listed in The 
Yeasts—A Taxonomic Study, 2d Ed. 
(1970)13 by Jacomina Lodder.

(c) The additive is used or intepded 
for use as a pure culture in the fermen­
tation process for the production of citric 
acid from purified normal alkanes.

(d) The additive is so used that the 
citric acid produced conforms to Hie 
specifications of othe Food Chemicals 
Codex, 2d Ed. (1972)11 and meet the fol­
lowing ultraviolet absorbance limits 
when subjected to the analytical proce­
dure described in this paragraph:
Ultraviolet absorbance per 

centimeter path length: Maximum
280 to 289 millimicrons_______ .__ 0.25
290 to 299 millimicrons__________0.20
300 to 359 millimicrons._________0.13
360 to 400 millimicrons__________0. 03

A n a l y t i c a l  P r o c e d u r e  f o r  C i t r i c  A c id

GENERAL IN STR U C TIO N S

Because of the sensitivity of the test, the 
possibility of errors arising from contamina­
tion is great. It is of the greatest importance 
that all glassware be scrupulously cleaned to 
remove all organic matter such as oil, grease, 
detergent residues, etc. Examine all glass­
ware including stoppers and stopcocks, 
under ultraviolet light to detect any resid­
ual fluorescent contamination. As a pre­
cautionary measure it is recommended prac­
tice to rinse all glassware with purified iso­
octane immediately before use. No grease is 
to be used on stopcocks or joints. Great care 
to avoid contamination ofvcltric acid sam­
ples in handling is essential to assure ab­
sence of any extraneous material arising 
from inadequate packaging. Because some 
of the polynuclear hydrocarbons sought In 
this test are very susceptible to photo-oxi­
dation, the entire procedure is to be carried 
out under subdued light.

APPARATUS

1. Aluminum foil, oil free.
2. Separatory funnels, 500-milliliter capac­

ity, equipped with tetrafluoroethylene poly­
mer stopcocks.

3. Chromatographic tubes: (a) 80-milli- 
meter. JD x 900-millimeter. length equipped 
with tetrafluoroethylene polymer stopcock 
and course fritted disk; (b) 18-millimeter 
ID x 300-millimeter length equipped with 
tetrafluoroethylene polymer stopcock.

4. Rotary vacuum evaporator, Buchi or 
equivalent.

5. Spectrophotometer—Spectral range 250- 
400 nanometers with spectral silt width of 
2 nanometers or less; under Instrument op­
erating conditions for these absorbance 
measurements, the spectrophotometer shall 
also meet the following performance re­
quirements :

Absorbance repeatability, ±0.01 at 0.4 ab­
sorbance.

Wavelength repeatability, ±0.2 nanometer.
Wavelength accuracy, ±1.0 nanometer.
The spectrophotometer is equipped with 

matched 1 centimeter path length quartz 
microcuvettes with 0.5-milliliter volume ca­
pacity.

14529
6. Vacuum oven,, minimum inside-dimen­

sions : 200 mm x 200 mm x 300 mm deep.
REAGENTS AND MATERIALS

Organic solvents. All solvents used 
throughout the procedure shall meet the 
specifications and tests described in this 
specification. The methyl alcohol, isooctane, 
benzene, hexane and 1,2-dlchloroethane des­
ignated in the list following this paragraph 
shall pass the following test :

The specified quantity of solvent is added 
to a 250-milliliter round bottom flask con­
taining 0.5 milliliter of purified n-hexadecane 
and evaporated on the rotary evaporator at 
45° C to constant volume. Six milliliters of 
purified isooctane are added to this residue 
and evaporated under the same conditions 
as above for 5 minutes. Determine the ab­
sorbance of the residue compared to puri­
fied n-hexadecane as reference. The. absorb­
ance of the solution of the solvent residue 
shall not exceed 0.03 per centimeter path 
length between 280 and 299 nanometers and
0.01 per centimeter path length between 300 
and 400 nanometers.

Methyl alcohol, A.C.S. reagent grade. Use 
100 milliliters for the test described in the 
preceding paragraph. If necessary, methyl 
alcohol may be purified by distillation 
through a Vlrgreaux column discarding the 
first and last ten percent of the distillate or 
otherwise.

Benzene, spectrograde (Burdick and Jack- 
son Laboratories, Inc., Muskegon, Mich., or 
equivalent). Use 80 milliliters for the test. 
If necessary, benzene may be purified by 
distillation or otherwise.

Isooctane (2,2,4-trirhethylpentane). Use 
100 milliliters for the test. If necessary, iso­
octane may be purified by passage through 
a column of activated silica gel, distillation 
or otherwise.

Hexane, spectrograde (Burdick and Jack- 
son Laboratories, Inc., Muskegon, Mich., or 
equivalent). Use 100 milliliters for the test. 
If necessary, hexane may be purified by dis­
tillation or otherwise.

1,2-Dichloroethane, spectrograde (Mathe- 
son, Coleman and Bell, East Rutherford, N.J., 
or equivalent). Use 100 milliliters for the 
test. If necessary, 1,2-dlchloroethane may be 
purified by distillation or otherwise.

E L U TIN G  M IX TU RES

1. 10 percent 1.2-dichloroethane in hexane. 
Prepare by mixing the purified solvents in 
the volume ratio of 1 part of 1,2-dlchloro­
ethane to 9 parts of hexane.

2. 40 percent benzene in hexane. Prepare 
by mixing the purified solvents ifi the vol­
ume ratio of 4 parts of benzene to 6 parts of 
hexane.

n-Hexadecane, 99 percent olefin-free. De­
termine the absorbance compared to iso­
octane as reference. The absorbance per cen­
timeter path length shall not exceed 0.00 in 
the range of 280-400 nanometers. If neces­
sary, n-hexadecane may be purified by per­
colation through activated silica gel, distil­
lation or otherwise.

Silica gel, 28-200 mesh (Grade 12, Davison 
Chemical Co., Baltimore, MD, or equivalent). 
Activate as follows: Slurry 900 grams of 
silica gel reagent with 2 liters of purified 
water in a 3-liter beaker. Cool the mixture 
and pour into a 80 x 900 chromatographic 
column with coarse fritted disc. Drain the 
water, wash with an additional 6 liters of 
purified water and wash with 3,600 milli­
liters of purified methyl alcohol at a rela­
tively slow rate. Drain all of the solvents and 
transfer the silica gel to an aluminum foil- 
lined drying dish. Place foil over the top of 
the dish. Activate in a vacuum oven at low 
vacuum (approximately 750 millimeters Mer­
cury or 27 inches of Mercury below atmos­
pheric pressure) at 173° . to 177° C for at
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least 3P hours. Cool under vacuum and store 
in an amber bottle.

Sodium sulfate, anhydrous, A.C.S. reagent 
grade. This reagent should be washed with 
purified isooctane. Check the purity of this 
reagent as described in § 172.886 of this 
chapter.

Water, purified. Alt water used must meet 
the specifications of the following test:

Extract 600 milliliters of water with 50 
milliliters of purified isooctane. Add 1 milli­
liter of purified n-hexadecane to the isooc­
tane extract and evaporate the resulting 
solution to 1 milliliter. The absorbance of 
this residue shall not exceed 0.02 per centi­
meter path length between 300-400 nanom­
eters 0.03 per centimeter path length 
between 280-299 nanometers. If necessary, 
water may be purified by distillation, extrac­
tion with purified organic solvents, treatment 
with an absorbent (e.g., activated carbon) 
followed by filtration of the absorbent or 
otherwise.

PROCEDURE

Separate portions of 200 milliliters of 
purified water are taken through the proce­
dure for use as control blanks. Each citric 
acid sample is processed as follows: Weigh 
200 grams of anhydrous citric acid into a 
500 milliliter flask and dissolve in 200 milli­
liters of pure water. Heat the solution to 
60° C and transfer to a 500 milliliter separa­
tory funnel. Rinse the flask with 50 milli­
liters of isooctane and add the isooctane to 
the separatory funnel. Gently shake the mix­
ture 90 times (caution: vigorous shaking 
Tjrill cause emulsions) with periodic release 
of the pressure caused by shaking.

Allow the phases to separate for at least 
5 minutes. Draw off the lower aqueous layer 
into a second 500-milliliter separatory fun­
nel and repeat the extraction with a second 
aliquot of 50 milliliters of isooctane. After 
separation of the layers, draw off and discard 
the water layer. Combine both isooctane ®x* 
tracts in the funnel containing the first ex­
tract Rinse the funnel which contained the 
second extract with 10 milliliters of isooc­
tane and add this portion to the combined 
isooctane extract.

A chromatographic column containing 5.5 
grams of silica gel and 3 grams of anhydrous 
sodium sulfate is prepared for each citric 
acid sample as follows: Pit 18 x 300 column 
with a small glass wool plug. Rinse the inside 
of the column with 10 milliliters of purified 
isooctane. Drain the isooctane from the 
column. Pour 5.5 grams of activated silica 
gel into the column. Tap the column ap­
proximately 20 times on a semisoft, clean 
surface to settle the silica gel. Carefully pour 
3 grams of anhydrous sodium sulfate onto 
the top of the silica gel in the column.

Carefully drain the isooctane extract of the 
citric acid solution into the column in a 
series of additions while' the isooctane is 
draining from the column at an elution rate 
of approximately 3 milliliters per minute. 
Rinse the separatory funnel with 10 milli­
liters of isooctane after the last portion of 
the extract has been applied to the column 
and add this rinse to the column. After all 
of the extract has been applied to the column 
and the solvent layer reaches the top of the 
sulfate bed, rinse the column With 25 milli­
liters of isooctane followed by 10 milliliters 
of a 10-percent dichloroethahe in hexane 
solution. For each rinse solution, drain the 
column until the solvent layer reaches the 
top of the sodium sulfate bed. Discard the 
rinse solvents. Place a 250-milliliter round 
bottom flask containing 0.5 milliliter of 
purified n-hexadecane under the column. 
Elute the polynuclear aromatic hydrocarbons 
from the column with 30 milliliters of 40- 
percent benzene in hexane solution. Drain 
the eluate until the 40-percent benzene in
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the hexane solvent reaches the top of the 
sodium sulfate bed.

Evaporate the 40-percent benzene in hex­
ane eluate on the rotary vacuum evaporator 
at 45° G until only the n-hexadecane residue 
of 0.5 milliliter remains. Treat the n-hexa­
decane residue twice with the following wash 
step: Add 6 milliliters of purified isooctane 
and remove the solvents by vacuum evapora­
tion at 45° C to constant volume, i.e., 0.5 
milliliter. Cool the n-hexadecane residue and 
transfer the solution to an 0.5-milliliter 
microcuvette. Determine the absorbance of 
this solution compared to purified n-hexa­
decane as reference. Correct the absorbance 
values for any absorbance derived from the 
control reagent blank. If the corrected ab­
sorbance does not exceed the limits pre­
scribed, the samples meet the ultraviolet 
absorbance specifications.

The reagent blank is prepared by using 
200 milliliters of purified water in place of 
the citric acid solution and carrying the 
water sample through the procedure. The 
typical control reagent blank should not ex­
ceed 0.03 absorbance per centimeter path 
length between 280 and 299 nanometers, 0.02 
absorbance per centimeter path length be­
tween 300 and 359 nanometers, and 0.01 
absorbance per centimeter path length be­
tween 360 and 400 nanometers.
Subpart C— Solvents, Lubricants, Release 

Agents and Related Substances
§ 173.210 Acetone.

A tolerance of 30 parts per million is 
established for acetone in spice oleoresins 
when present therein as a residue from 
the extraction of spice.
§ 173.220 1,3-Butylene glycol.

1,3-Butylene glycol (1,3-butanediol) 
may be safely used in food in accordance 
with the following prescribed conditions:

(a) The substance meets the follow­
ing specifications:

(1) 1,3-Butylene glycol content: Not 
less than 99 percent.

(2) Specific gravity at 20/20°-C: 1.004 
to 1.006.

(3) Distillation range: 200°-215° C.
(b) I t  is used in the minimum amount 

required to perform its intended effect.
4(c) It is used as a solvent for natural 

and synthetic flavoring substances except 
where standards of identity issued under 
section 401 of the act preclude such use.
§ 173.230 Ethylene dichloride.

A tolerance of 30 parts per million 
is established for ethylene dichloride in 
spice oleoresins when present therein 
as a residue from the extraction of spice; 
Provided, however, That if residues of 
other chlorinated solvents are also pres­
ent the total of all residues of such 
solvents shall not exceed 30 parts per 
million.
§ 173.240 Isopropyl alcohol.

Isopropyl alcohol may be present in the 
following foods under the conditions 
specified:

(a) In spice oleoresins as a residue 
from the extraction of spice, at a level 
not to exceed 50 parts per million.

(b) In lemon oil as a residue in pro­
duction of the oil, at a level not to exceed 
6 parts per million.

(c) In hops extract as a residue from 
the extraction of hops at a level not to

exceed 2.0 percent by weight: Provided, 
That,

(1) The hops extract is added to the 
wort before or during cooking in the 
manufacture of beer.

(2) The label of the hops extract 
specifies the presence of the isopropyl 
alcohol and provides for the use of the 
hops extract only as prescribed by para­
graph (c)(1) of this section.
§ 173.250 Methyl alcohol residues.

Methyl alcohol may be present in the 
following foods under the conditions 
specified:

(a) » In spice oleoresins as a residue 
from the extraction of spice, at a level 
not to exceed 50 parts per million.

(b) In hops extract as a residue from 
the extraction of hops, at a level not to 
exceed 2.2 percent by weight; Provided, 
That:

(1) The hops extract is added to the 
wort before or during cooking in the 
manufacture of beer.

(2) The label of the hops extract 
specifies the presence of methyl alcohol 
and provides for the use -of the hops ex­
tract only as prescribed by paragraph
(b) (1) of this section.
§ 173.255 Methylene chloride.

Methylene chloride may 'be present in 
food under the following conditions:

(a) In spice oleoresins as a residue 
from the extraction of spice, at a level 
not to exceed 30 parts per million; Pro­
vided, That, if residues of other chlori­
nated solvents are also present, the total 
of all residues of such solvents shall not 
exceed 30 parts per million.

(b) In hops extract as a residue from 
the extraction of hops, at a level not to 
exceed 2.2 percent, Provided, That:

(1) The hop^extract is added to the 
wort before or during cooking in the 
manufacture of beer.

(2) The iabel of the hops extract iden­
tifies the presence of the methylene 
chloride and provides for the use of the 
hops extract only as prescribed by para­
graph (b) (1) of this section.

(c) In coffee as a residue from its use 
as a solvent in the extraction of caffeine 
from green coffee beans, at a level not 
to exceed 10 parts per million (0.001 per­
cent) in decaffeinated roasted coffee and 
in decaffeinated soluble coffee extract 
(instant coffee).
§ 173.270 Hexane,

Hexane may be present in the follow­
ing foods under the conditions specified:

(a) In spice oleoresins as a residue 
from the extraction of spice, at a level 
not to exceed 25 parts per million.

(b) In hops extract as a residue from 
the extraction of hops, at a level not to 
exceed 2.2 percent by weight; Provided, 
That:

(1) The hops extract is added to the 
wort before or during cooking in the 
manufacture of beer.

(2) The label of the hops extract 
specifies the presence of the hexane and 
provides for the use of the hops extract 
only as prescribed by paragraph (b) (D 
of this section.

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



RULES AND REGULATIONS 14531
§ 173.275 Hydrogenated sperm oil.

The food additive hydrogenated sperm 
oil may be safely used in accordance 
with the following prescribed conditions:

(a) The sperm oil is derived from ren­
dering the fatty tissue of the sperm 
whale or is prepared by synthesis of fatty 
acids and fatty alcohols derived from 
the sperm whale. The sperm oil ob­
tained by rendering is refined. The oil 
is hydrogenated.

(b) It is used alone or as a component 
of a release agent or lubricant in bakery 
pans.

(c) The amount used does not exceed 
that reasonably required to accomplish 
the intended lubricating effect.
§ 173.280 Solvent extraction process for 

citric acid.
A solvent extraction process for recov­

ery of citric acid from conventional As­
pergillus niger fermentation liquor may 
be safely used to produce food-grade cit­
ric acid in accordance with the follow­
ing conditions:

(a) The solvent used in the process 
consists of a mixture of n -octyl alcohol 
meeting the requirements of § 172.864 of 
this chapter, synthetic isoparaffinic pe­
troleum hydrocarbons meeting the re­
quirements of § 172.882 of this chapter, 
and tridodecyl amine.

(b) The component substances are 
used solely as a solvent mixture and in a 
manner that does not result in forma­
tion of products not present in conven­
tionally produced citric acid.

(c) The citric acid so produced meets 
the specifications of the Food Chemicals 
Codex, 2d Ed. (1972)11 and supplements 
thereto, and the polynuclear aromatic 
hydrocarbon specifications of § 173.165.

(d) Residues of n-octyl alcohol and 
synthetic isoparaffinic petroleum hydro­
carbons are removed in accordance with 
good manufacturing practice. Current 
good manufacturing practice results in 
residues not exceeding 16 parts per mil­
lion (ppm) n-octyl alcohol and 0.47 ppm 
synthetic isoparaffinic petroleum hydro­
carbons in citric acid.

(e) Tridodecyl amine may be present 
as a residue in citric acid at a level not 
to exceed 100 parts per billion.
(Secs. 201 (s), 409, 710(a), 52 Stat. 1055, 72 
Stat. 1784-1788, as amended (21 U.S.C. 321 (s) , 
348.371(a)).)
§ 173.290 Trichloroethylene.

Tolerances are established for residues 
of trichloroethylene resulting from its 
use as a solvent in the manufacture of 
foods as follows:
Decaffeinated ground 25 parts per million.

coffee.
Decaffeinated soluble 10 parts per million.

(instant) coffee
extract.

8pice oleoresinsr------  30 parts per million
(provided that if 
residues of other 
chlorinated sol­
vents are also 
present, the total 
of all residues of 
such solvents in 
spice oleoresins 
shall n o t  exceed 
30 parts per mil­
lion).

Subpart D— Specific Usage Additives
§ 1 7 3 .3 1 0  Boiler water additives.

Boiler water additives may be safely 
used in the preparation of steam that 
will contact food, under the following 
conditions:

(a) The amount of additive is not in 
excess of that required for its functional

purpose, and the amount of steam in 
contact with food does not exceed that 
required to produce the intended effect 
in or on the food.

(b) The compounds are prepared from 
substances identified in paragraphs (c) 
and (d) of this section, and are subject 
to the limitations, if any, prescribed:

(c) List of substances:
L im ita tio n s

Acrylamide-sodium acrylate resin-------------------- Contains not more than 0.05 percent by
weight of acrylamide monomer.

Ammonium alginate_________ _________________  _________ ____ .________ ____________
Cobalt sulfate (as catalyst)___________________  _______ ___ ____ ]___ ,___
Lignosulfonic acid____________________________ _______ ;__________ _________________
Monobutyl ethers of polyethylene-polypropylene Minimum mol. wt. 1,500. 

glycol produced by random condensation of a 
1:1 mixture by weight of ethylene oxide and 
propylene oxide with butanol.

Polyethylene glycol____--------------------------------- As defined in § 172.820 of this chapter.
Polyoxypropylene glycol________________________ Do.
Potassium carbonate_______________ ___________  ______________________ , ____________ _
Potassium tripolyphosphate- _______________ ___  ______________________ l_____________
Sodium acetate__________ _____________________  ______________ _____________________
Sodium alginate_______ ,_______________________ __________________ _________________
Sodium aluminate_____________________________ ___________________________________
Sodium carbonate_____________________________ ____________________________________
Sodium carboxymethylceUulose-------------------------- Contains not less than 95 percent so­

dium carboxymethylcellulose on a 
dry-weight basis, with maximum 
substitution of 0.9 carboxymethyl 
groups per anhydroglucose unit, and 
with a minimum viscosity of 15 cen- 
tipoises for 2 percent by weight aque­
ous solution at 25° C; such determi­
nations to be made by methods pre­
scribed in Food Chemicals Codex 
(Second Edition) 11 monograph for.so­
dium carfooxymethyl-cellulose.

Sodium glucoheptonate----- -------------------------- - Less than 1 part per million cyanide in
the sodium glucoheptonate.

Sodium hexametaphosphate_____ _______________
Sodium humate______________j________________  ______ ___________________________
Sodium hydroxide_______ ___ ___________ _____  ___________________________________
Sodium lignosulfonate__________________ ______  ___________ ________________________
Sodium metasilicate__________________________  _____ _________ I___________________ _
Sodium metabisulfite______ ___________________  ___________________________________
Sodium nitrate_____ 1____ ____________________  ___ ___ ___ _______ ________________
Sodium phosphate (mono-, di-, tr i-)___________  ___________________________________
Sodium polyacrylate___________________________
Sodium polymethacrylate_____________ _________  __ ____
Sodium silicate_____ :_________ __________ ______
Sodium sulfate_____ ____ ______ _________ 1___  __________ ______________ __________
Sodium sulfite (neutral or alkaline) _____________  ____________________________________
Sodium tripolyphosphate_______ ________________  ___________ •_____________________ __
Tannin (including quebracho extract)_________  ____________ _____ _____ _________
Tetrasodium EDTA____________________________ ___________ _________ ____________ __
Tetrasodium pyrophosphate.._____ ______ ______  __________________________________ _

(d) Substances used alone or in  com bination w ith substances in  paragraph (c) 
of th is section :

L im ita tio n s
Cyclohexylamine------------------ _.------------------------  Not to exceed 10 parts per million in

steam, and excluding use of such 
steam in contact with milk and milk 
products.

Diethylaminoethanol_____ _— __-----------------------  Not to exceed 15 parts per million in
steam, and excluding use of such 
steam in contact with milk and milk 
products.

Hydrazine------------------------------------------------------  Zero in steam.
Morpholine ------------------------- --------------------------  Not to exceed 10 parts per million in

steam, and excluding use of such 
steam in contact with milk and milk 
products.

Octadecylamine ------------------------------------------__ Not to exceed 3 parts per million in
steam, and excluding use of such 
steam in contact with milk and milk 
products.

Trisodium nitrilotriacetate------ ______----------------- Not to exceed 5 parts per million in
boiler feedwater; not to be used 
where steam will be in contact with 
milk and milk products.

»Copies may be obtained from: The National Academy of Sciences, 2101 Constitu­
tion Ave. NW„ Washington, D.C. 20037.
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(e) To assure safe use of the additive, 
in addition to the other information re­
quired by the act, the label or labeling 
shall bear:

(1) The common or chemical name or 
names of the additive or additives.

(2) Adequate directions for use to as­
sure compliance with all the provisions 
of this section.
§ 1 7 3 .3 1 5  Chemicals used in washing 

or to assist in the lye peeling o f fruits 
and vegetables.

Substances

Chemicals may be safely used to wash 
or to assist in the lye peeling of fruits 
and vegetables in accordance with the 
following conditions:

(a) The chemicals consist of one or 
more of the following:

(1) Substances generally recognized 
as safe in food or covered by prior sanc­
tions for use in washing fruits and vege­
tables.

(2) Substances identified in this sub- 
paragraph and subject to such limita­
tions as are provided:

L im itations

A mixture of alkylene oxide'adducts of alkyl alcohols and 
phosphate esters of alkylene oxide adducts of alkyl alco­
hols consisting of: a-alkyl (Ci2-Ci8)-omeffa-hydroxy-poly 
(oxyethylene) C7.5-8.5 moles)/poly (oxypropylene) block 
copolymer having an average molecular weight o f 810; 
a-alkyl (C i2-Cis)-o?»e0a-hydroxy-poly (oxyethylene)
(3.3-3.7 moles) polymer having an average molecular 
weight o f 380, and subsequently esterified with 1.25 
moles phosphoric anhydride; and a-alkyl (Cm-Cm)- 
omega-hydroxypoly (oxyethylene) (11.9-12.9 moles)/ 
poly (oxypropylene) copolymer, having an average 
molecular weight of 810, and subsequently esterified 
with 1.25 moles phosphoric anhydride.

Aliphatic acid mixture consisting of valeric, caproic  ̂
enanthic, caprylic, and pelargonic acids.

Polyacrylamide............... .............................................
Potassium bromide............... ........... .......................
Sodium n-alkylbenzene-sulfonate (alkyl group predomi­

nantly Ch and C13 and not less than 95 percent Cm to 
Cm).

Sodium dodecylbenzene-sulfonate (alkyl group predomi­
nantly Ch and not less than 95% Cm to Cm).

Sodium 2 ethyl-hexyl sulfate...... .............................. ...
Sodium hypochlorite.................................................. .
Sodium mono- and di-methyl naphthalene sulfonates 

(mol. wt. 245-260).

(b) The chemicals are used in amounts 
not in excess of the minimum required 
to accomplish their intended effect.

(c) The use of the chemicals is fol­
lowed by rinsing with potable water to 
remove, to the extent possible, residues 
of the chemicals.

(d) To assure safe use of the additive:
(1) The label and labeling of the addi­

tive container shall bear, in addition to 
the other information required by the 
act, the name of the additive or a state­
ment of its compositipn.

(2) The label or labeling of the addi­
tive container shall bear adequate use 
directions to assure use in compliance 
with all provisions of this section.
§ 173.320 Chemical for controlling 

microorganisms in cane-sugar and 
beet-sugar mills.

The food additives disodium cyanodi- 
thioimidocarbonate, disodium ethylene- 
bisdithiocarbamate, ethylenediamine, 
potassium N-methyldithiocarbamate, 
and sodium dimethyldithiocarbamate 
may be safely used in accordance with 
the following conditions:

(a) They are used in the control of 
microorganisms in cane-sugar and/or 
beet-sugar mills as specified in para­
graph (b) of this section.

(b) They are applied to the sugar mill 
grinding system in one of the combina­
tions listed in paragraph (b) (1), (2), or
(3) of this section. Quantities of the 
individual additives in parts per million 
are expressed in terms of the weight of 
~aw cane or raw beets.

May be used at a level not to exceed 0.2 percent in lye­
peeling solution to assist in the lye peeling of fruits 
and vegetables.

May be used at a level not to exceed 1 percent in lye­
peeling solution to assist in the lye peeling of fruits 
and vegetables.

Not to exceed 10 p.p.m. in wash water. Contains not 
more than 0.2 percent acrylamide monomer.

Not to exceed 0.2 percent in wash water. May be used 
in washing or to assist in the lye peeling of fruits and 
vegetables.

Do.
Do.

Not to exceed 0.2 percent in wash water. May be used in 
the washing or to assist in the lye peeling of fruits and 
vegetables.

(1) Combination for cane-sugar mills:
P arts per  
m illio n

Disodium cyanodlthioimidocarbonate__ 2.5
Ethylenediamine_____________________ 1.0
Potassium N-methyldithiocarbamate___ 3.5

(2) Combination for cane-sugar mills:
P arts per  
m illio n

Disodlum ethylenebisdithiocarbamate_3. 0
Sodium dimethyldithiocarbamate______ 3.0

(3) Combinations for cane-sugar mills 
and beet-sugar mills:

P arts per  
m illio n

(1) Disodlum ethylenebisdithiocarba­
mate __ ______________________ :___ 3.0

Ethylenediamine_____________________ 2.0
Sodium dimethyldithiocarbamate_____ 3.0
(ii) Disodium cyanodithioimidocarbon­

ate _____________ __________________ 2. 9
P a rts  per  
m illio n

Potassium JV-methyldithiocarbamate----- 4.1
(c) To assure safe use of the additives, 

their label and labeling shall conform to 
that registered with the Environmental 
Protection Agency.
§ 173.340 D efoam ing agents.

Defoaming agents may be safely used 
in processing foods, in accordance with 
the following conditions:

(a) They consist of one or more of 
the following:

(1) Substances generally recognized 
by qualified experts as safe in food or 
covered by prior sanctions for the use 
prescribed by this section.

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



RULES AND REGULATIONS 14533
(2) Substances listed In this paragraph (a) (2) of this section, subject to any 

limitations imposed:

Substances Limitations

Dimethylpolysiloxane (substantially free from hydrolyz­
able chloride and alkoxy groups; no more than 18 percent 
loss in weight after heating 4 hours at 200° C; viscosity 
300-600 centistokes at 25° C; refractive index 1.400-1.404 
at 25° C).

Formaldehyde.

Polyacrylic acid, sodium salt..,*

Polyethylene glycol.... ............. t .........Polyoxyethylene 40 monostearate__ _________ _____Polysorbate 60.______________ -___________— ___Polysorbate 65_______ ____ _____ ,_______,_____Propylene glycol alginate----- ------------------Silicon dioxide.— ..___________ — — *.___________Sorbitan monostearate__________ ____________ ...White mineral oil: Conforming with $ 172.878 of this chapter.

10 par ts per milliop in food, or at such level in a concen" 
trated food that when prepared as directed on the label 
the food in its ready-for-consumption state will have 
not more than 10 parts per million except as follows: 
Zero in milk; 110 parts per million in dry gelatin 
dessert mixes labeled for use whereby no more than 16 
parts per million is present in the ready-to-serve 
dessert; 250 parts per million in salt labeled for cooking 
purposes, whereby no more than 10 parts per million 
is present in the cooked food.

As a preservative in defoaming agents containing 
dimethylpolysiloxane, in an amount not exceeding 1.0 
percent of the dimethylpolysiloxane content.

As a stabilizer and thickener in defoaming agents con­
taining dimethylpolysiloxane in an amount reason­
ably required to accomplish the intended effect. "

As defined in $ 172.820 of this chapter.
As defined in U.S.P. XVI.
As defined in $ 172.836 of this chapter.
As defined in § 172.838 of this chapter.
As defined in § 172.858 of this chapter.
As defined in § 172.480 of this chapter.
As defined in 1 172.842 of this chapter.
As a component of defoaming agents for use in wash 

water for sliced potatoes at a level not to exceed 0.008 
percent of the wash water.

(3) Substances listed In this paragraph (a)(3), provided they are components 
of defoaming agents limited to use In processing beet sugar and yeast, and sub­
ject to any limitations imposed:

Substances L im ita tions

Aluminum stearate.............................. ........... — —
Butyl stearate..;-------------- .--------- . ------------------
b h a ..............................................................................................

BHT__.____ i........................ I . . . . . . . . ........... ...........
Calcium stearate....------------- ------ --------- ---------
Fatty acids__ L........ .4 —................. -........................
Formaldehyde_____ _________— ____ —-----------
Hydroxylated lecithin.................... 4 . . ___________
Isopropyl alcohol...............................v__ .............. . . .
Magnesium stearate_______ ______________ ;____
Mineral oil: Conforming with $ 172.878 of this chapter__
Oderless light petroleum hydrocarbons: Conforming with 

§ 172.884 of this chapter.
Petrolatum: Conforming with $ 172.880 of this chapter... 
Petroleum wax: Conforming with § 172.886 of this chapter.
Petroleum wax, synthetic_______ ______ v._______
Synthetic isoparaffinic petroleum hydrocarbons: Con­

forming with $ 172.882 of this chapter.
Oleic acid derived from tall oil fatty acids......................
Oxystearin.___________ ______________________
Polyoxyethylene (600) dioleate..................................... -
Polyoxyethylene (600) monoricinoleate......................... .
Polypropylene glycol...................................................
Polysorbate 80_________ ...'___________ ,_______
Potassium stearate....'_______ . . . . ________ ——.__
Propylene glycol mono- and diesters of fats and fatty 

acids.
Soybean oil fatty acids, hydroxylated............................
Tallow, hydrogenated, oxidized or sulfatad___ ______
Tallow alcohol, hydrogenated__ ______. . ._____ . . .T.

As defined in $ 172.863 of this chapter.
As an antioxidant, not to exceed 0.1 percent by weight 

of defoamer.
As an antioxidant, not to exceed 0.1 percent by weight 

of defoamer.
As defined in 1172.863 of this chapter.
As defined in $ 172.860 of this chapter.
As a preservative.
As defined in § 172.814 of this chapter.
As defined in § 172.863 of this chapter.

Not more than 150 p.p.m. in yeast, measured as hydro­
carbons. -

Complying with § 172.862 of this chapter. 
As defined in § 172.818 of this chapter.

Molecular weight range, 1,200-2,500. 
As defined in f  172.840 of this chapter. 
As defined in § 172.863 of this chapter. 
As defined in § 172.856 of this chapter.

(4) The substance listed in this para­
graph (a) (4), provided it is a compo­
nent of defoaming agents limited to use 
in processing beet sugar only, and sub­
ject to the limitations imposed:

Substance Limitations
n-Butoxypolyoxyeth- Molecular weight 

ylene polyoxypropyl- range, 3,900-4,100
ene glycol. (hydroxyl deter­

mination) .
(b) They are added in an amount not 

in excess of that reasonably required to 
inhibit foaming.
§ 173.345 Chloropentafluoroethane.

The food additive chloropentafiuoro- 
ethane may be safely used in food in ac­
cordance with the following prescribed 
conditions:

(a) The food additive has a purity of 
not less than 99.97 percent, and contains 
not more than 200 parts per million satu­
rated fluoro compounds and 10 parts per

million unsaturated fluoro compounds 
as impurities.

(b) The additive is used or intended 
for use alone or with one or more of the 
following ^substances: Carbon dioxide, 
nitrous oxide, propane, and octafluoro- 
cyclobutane complying with § 173.360, 
as a propellant and aerating agent for 
foamed or sprayed food products except 
for those standardized foods that do 
not provide for such use.

(c) To assure safe use of the additive:
(1) The label of the food additive con­

tainer shall bear, in addition to the other 
information required by the act, the 
following:

(i) The name of the additive, chloro­
pentafluoroethane, with or withqut the 
parenthetical name “Food Propellant 
115”.

(ii) The percentage of the additive 
present in the case of a mixture.

(iii) The designation “food grade”.

(2) The label or labeling of the food 
additive container shall bear adequate 
directions for use.
§ 173.350 Combustion product gas.

The food additive combustion product 
gas may be safely used in the processing 
and packaging of the foods designated 
in paragraph (c) of this section for the 
purpose of removing and displacing oxy­
gen in accordance with the following 
prescribed conditions:

(a) The food additive is manufactured 
by the controlled'combustion in air of 
butane, propane, or natural gas. The 
combustion equipment shall be provided 
with an absorption-type filter capable of 
removing possible toxic impurities, 
through which all gas used in the treat­
ment of food shall pass; and with suit­
able controls to insure that any com­
bustion products failing to meet the 
specifications provided in this section 
will be prevented from reaching the food 
being treated.,

(b) The food additive meets the fol­
lowing specifications:

(1) Carbon monoxide content not to 
exceed 4.5 percent by volume.

(2) The ultraviolet absorbance in iso­
octane solution in the range 255 milli­
microns to 310 millimicrons not to ex­
ceed one-third of the standard reference 
absorbance when tested as described in 
paragraph (e) of this section.

(c) I t  is used or intended for use to 
displace or remove oxygen in the proc­
essing, storage, or packaging of beverage 
products and other food, except fresh 
meats.

(d) To assure safe use of the additive 
in addition to the other information re­
quired by the act, the label or labeling 
of the combustion device shall bear ade­
quate directions for use to provide a 
combustion product gas that complies 
with the limitations prescribed in para­
graph (b) of this section, including 
instructions to assure proper filtration.

(e) The food additive is tested for 
compliance with paragraph (b) (2) by 
the following empirical method:

Spectrophotometric measurements. All 
measurements are made In an ultraviolet 
spectrophotometer In optical cells of 5 cen­
timeters In length, and In the range of 255 
millimicrons to 310 millimicrons, under the 
same instrumental conditions. The standard 
reference absorbance is the absorbance at 
275 millimicrons of a standard reference so­
lution of naphthalene (National Bureau of 
Standards Material No. 577 or equivalent in 
purity) containing a concentration of 1.4 
milligrams per liter in  purified isooctane, 
measured against isooctane of the same spec­
tral purity in 5-centimeter cells. (This ab­
sorbance will be approximately 0.30.)

Solvent. .The solvent used is pure grade 
isooctane having an ultraviolet absorbance 
not to exceed 0.05 measured against distilled 
water as a reference. Upon passage of puri­
fied inert gas through some isooctane under 
the identical conditions of the test, a lower­
ing of the absorbance value has been ob­
served. The absorbance of isooctane to be 
used in th is  procedure shall not be more than
0.02 lower in the range 255 millimicrons to 
310 millimicrons, inclusive, than that of the 
untreated solvent as measured in  a 5-centi­
meter cell. If necessary to obtain the pre­
scribed purities, the isooctane may be passed 
through activated silica gel.
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Apparatus. To assure reproducible results, 

the additive is passed into the isooctane so­
lution through a gas-absorption train con­
sisting of the following components and 
necessary connections:

1. A gas flow meter with a range up to 30 
liters per hour provided with a constant dif­
ferential relay or other device to maintain 
a constant flow rate independent of the in­
put pressure.

2. An absorption apparatus consisting of 
an inlet gas dispersion tube inserted to the 
bottom of a covered cylindrical vessel with a 
suitable outlet on the vessel for effluent gas. 
The dimensions and arrangement of tube 
and vessel are such that the inlet tube in­
troduces the gas at a point not above 5% 
inches below the surface of the solvent 
through a sintered glass outlet. The di­
mensions of the vessel are such, and both 
inlet and vessel are so designed, that the gas 
can be bubbled through 60 milliliters of 
isooctane solvent at a rate up to 30 liters per 
hour without mechanical loss of solvent. 
The level corresponding to 60 milliliters 
should be marked on the vessel.

3. A cooling bath containing crushed ice 
and water to permit immersion of the ab­
sorption vessel at least to the solvent level 
mark.

Caution. The various parts of the ab­
sorption train must be connected by gas- 
tight tubing and Joints composed of mate­
rials which will neither remove components 
from nor add components to the gas stream. 
The gas source is connected in series to the 
flow-rate device, the flow meter, and the 
absorption apparatus in that order. Ventila­
tion should be provided for the effluent gases 
which may contain carbon monoxide.

Sampling procedure. Immerse the gas- 
absorption apparatus containing 60 milli­
liters of isooctane in the coolant bath so 
that the solvent is completely immersed. 
Cool for at least 15 minutes and then pass 
120 liters of the test gas through the ab­
sorption train at a rate of 30 liters per 
hour or less. Maintain the coolant bath at 
0° C throughout. Remove the absorption ves­
sel from the bath, disconnect, and warm to 
room temperature. Add isooctane to bring 
the contents of the absorption vessel to 60 
milliliters, and mix. Determine the absorb­
ance of the solution in the 5-centimeter cell 
in  tiie range 255 millimicrons to 310 milli­
microns, inclusive, compared to isooctane. 
The absorbance of the solution of combus­
tion product gas shall not exceed that of the 
isooctane solvent at any waVëlength in the 
specified range by more than one-third of 
the standard reference absorbance.
§ 173.355 Dichlorofluoromethane.

The food additive dichlorodifluoro- 
methane may be safely used in food in 
accordance with the following pre­
scribed conditions:

(a) The additive has a purity of not 
less than 99.97 percent.

(b) It is used or intended for use, in 
accordance with good manufacturing 
practice, as a direct-contact freezing 
agent for foods.

(c) To assure safe use of the additive:
(1) The label of its container shall

bear, in addition to the other informa­
tion required by the act, the following:

(1) The name of the additive, dichlo- 
rodifluoromethane, with or without the 
parenthetical name “Food F r e e z a n t  12”.

(ii) The designation “food grade”.
(2) The label or labeling of the food 

additive container shall bear adequate 
directions for use.

RULES AND REGULATIONS

§ 173.360 Oclafluorocyclobutane.
The food additive octafluorocyclobu- 

tane may be safely used as a propellant 
and aerating agent in foamed or sprayed 
food products in accordance with the 
following conditions:

(a) The food additive meets the fol­
lowing specifications:

99.99 percent octafluorocyclobutane.
Less than 0.1 part per million fluoro- 

olefins, calculated as perfluoroisobutylene.
(b) The additive is used or intended for 

use alone or with one or more of the fol­
lowing substances: Carbon dioxide, ni­
trous oxide, and propane, as a propellant 
and aerating agent for foamed or sprayed 
food products, except for those standard­
ized foods that do not provide for such 
use.

(c) To assure safe use of the additive:
(1) The label of the food additive

container shall bear, in addition to the 
other information required by the act, 
the following:

(1) The name of the additive, octa- 
fluorocyclobutane.

(ii) The percentage of the additive 
present in the case of a mixture.

(iii) The designation “food grade”.
(2) The label or labeling of the food 

additive container shall bear adequate 
directions for use.
§ 173.335 Sodium methyl sulfate.

Sodium methyl sulfate may be present 
in pectin in accordance with the follow­
ing conditions.

(a) It is present as the result of 
methylation of pectin by sulfuric acid 
and methyl alcohol and subsequent 
treatment with sodium bicarbonate.

(M It does not exceed 0.1 percent by 
weight of the pectin.

PART 174— INDIRECT FOOD ADDITIVES: 
GENERAL

Sec.
174.5 General provisions applicable to in­

direct food additives.
A u t h o r i t y : Sec. 409, 72 Stat. 1785-1786 as 

amended (21 U.S.C. 348, 371).
§ 174.5 General provisions applicable to 

indirect food additives.
(a) Regulations prescribing conditions 

under which food additive substances 
may be safely used predicate usage under 
conditions of good manufacturing prac­
tice. For the purpose of this part and 
Parts 175, 176, and 177 of this chapter, 
good manufacturing practice shall be 
defined to include the following restric­
tions:

(1) The quantity of any food additive 
substance that may be added to food as 
a result of use in articles that contact 
food shall not exceed, where no limits are 
specified, that which results from use of 
the substance in an amount not more 
than reasonably required to accomplish 
the Intended physical or technical effect 
in the food-contact article; shall not ex­
ceed any prescribed limitations; and 
shall not be intended to accomplish any 
physical or technical effect in the food

itself, except as such may be permitted 
by regulations in Parts 170 through 189 
of this chapter.

(2) Any substance used as a compo­
nent of articles that contact food shall 
be of a purity suitable for its intended 
use.

(b) The existence in the Subchapter 
B of a regulation prescribing safe con­
ditions for the use of a substance as an 
article or component of articles that 
contact food shall not be construed to 
relieve such use of the substance or ar­
ticle from compliance with any other 
provision of the Federal Food, Drug, and 
Cosmetic Act. For example, if a regulated 
food-packaging material were found on 
appropriate test to impart odor or taste 
to a specific food product such as to 
render it unfit within the meaning of 
section 402(a) (3) of the act, the regula­
tion would not be construed to relieve 
such use from compliance with section 
402(a)(3).

(c) The existence in this Subchapter B 
of a regulation prescribing safe condi­
tions for the use of a substance as an 
article or component of articles that 
contact food shall not be construed as 
implying that such substance may be 
safely used as a direct additive in food.

(d) Substances that under conditions 
of good manufacturing practice may be 
safely used as components of articles that 
contact food include the following, sub­
ject to any prescribed limitations:

(1) Substances generally recognized as 
safe in or on food.

(2) Substances generally recognized 
as safe for their intended use in food 
packaging.

(3) Substances used in accordance 
with a prior sanction or approval.

(4) Substances permitted for use by 
regulations in this part and Parts 175, 
176, 177, 178 and § 179.45 of this chap­
ter.

PART 175— INDIRECT FOOD ADDITIVES: 
ADHESIVE COATINGS AND COMPONENTS

Subpart A— [Reserved]
- Subpart B—‘Substances for Use Only as 

Components of Adhesives
Sec.
175.105 Adhesives.
175.125 Pressure-sensitive adhesives.
Subpart C— Substances for Use as Components 

of Coatings
175.210 Acrylate ester copolymer coatings.
175.230 Hot-melt strippable food coatings.
175.250 Paraffin (synthetic).
175.260 Partial phosphoric acid esters of 

* polyester resins.
175.270 Poly(vlnyl fluoride) resins.
175.300 Resinous and polymeric coatings.
175.320 Resinous and polymeric coatings for 

polyolefin films.
175.350 Vinyl acetate/crotonic acid copoly­

mer.
175.360 Vinylidene chloride copolymer coat­

ings for nyloh film.
175.365 Vinylidene chloride copolymer coat­

ings for polycarbonate film.
175.380 Xylene-formaldehyde resins con­

densed with 4,4' -isopropylldene- 
diphenol-eplchlorohydrin epoxy 
resins.
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Sec.
175.390 Zinc-silicon dioxide matrix coat­

ings.
A u t h o r i t y  : Secs. 409, 701, 52 Stat. 1055- 

1056 as amended, 72 Stat. 1785-1788 as 
amended (21 U.S.C. 348, 371), unless other­
wise noted.

Subpart A— [Reserved]
Subpart B— Substances for Use Only as 

Components of Adhesives
§ 175.105 Adhesives.

(a) Adhesives may be safely used as 
components of articles intended for use 
in packaging, transporting, or holding 
food in accordance with the following 
prescribed conditions:

(1) The adhesive is prepared from one 
or more of the optional substances 
named in paragraph (c) of this section, 
subject to any prescribed limitations.

(2) The adhesive is either separated 
from the food by a functional barrier or 
used subject to the following additional 
limitations:

(i) In dry foods. Hie quantity of ad­
hesive that contacts packaged dry food 
shall not exceed the limits of good manu­
facturing practice.

(ii) In fatty and aqueous foods, (a) 
The quantity of adhesive that contacts 
packaged fatty and aqueous foods shall 
not exceed the trace amount at seams 
and at the edge exposure between pack­
aging laminates that may occur within 
the limits of good manufacturing prac­
tice7.

(b) Under normal conditions of use 
the packaging seams or laminates will 
remain firmly bonded without visible 
separation.

(b) To assure safe usage of adhesives, 
the label of the finished adhesive con­
tainer shall bear the statement “food- 
packaging adhesive”.

(c) Subject to any limitation pre­
scribed in this section and in any other 
regulation promulgated under section 409 
of the act which prescribes safe condi­
tions of use for substances that may be 
employed as constituents of adhesives, 
the optional substances used in the for-, 
mulation of adhesives may include the 
following:

(1) Substances generally recognized 
as safe for use in food or food packaging.

(2) Substances permitted for use in 
adhesives by prior sanction or approval 
and employed under the specific condi­
tions of use prescribed by such sanction 
or .approval.

(3) Flavoring substances permitted 
for use in food by regulations in this 
part, provided that such flavoring sub­
stances are volatilized from the ad­
hesives during the packaging fabrica­
tion process.

(4) Color additives approved for use 
in food.

(5) Substances permitted for use in 
adhesives by other regulations in this 
subchapter and substances named in this 
subparagraph: Provided, however, That 
any substance named in this subpara­
graph and covered by a specific regula­
tion in this subchapter, must meet any 
specifications in such regulation.

Subttance*Abietic acid....... ....... ............... ...Acetone....__  ̂if_____ .....___________ ;________Acetone-urea-formaldehyde resin_________ ________ *iV-Acetyl ethanolamine_____ _____ ____ _______Acetyl tributyl citrate________ _________________ _Acetyl triethyl citrate...__ ___ ________________Albumin, blood....__ ___________________ ______4-[2-[2-(2-alkoxy (C12-C15) ethoxy) ethoxyl] ethyl] disodi­um sulfosuccinate.1-Alkyl (C«— Cu) amino-3-amino-propane monoacetate...Alkylated (C< and/or Cj) phenols________ '.__ '__ ...Alkyl (C7-C12) benzene___ )......1,____ ........___Alkyl (C10-G20) dimethylbenzyl ammonium chloride___»-Alkyl(Ci2, Cn, Cie, or Cis) dimethyl (ethylbenzyl) ammoniumcyclohexylsulfamate.Alkyl ketenedimers as described in § 176.120 of this chapter.Alkyl (C7-C12) naphthalene____ ________________3-amino-propane dipl.... .......... ..... .... .Aluminum..... _. _. _ ..........................Aluminum acetate..... ....................... .Aluminum di(2-ethylhexoate)_______ ___ _________Aluminum potassium silicate.. ..... ............JV-0-Aminoethyl-ff<Mm»a-aminopropyl trimethoxysilane..3-(Aminomethyl)-3,5,5-trimethyl-cyclohexylamine_____Aminomethylpropanol. ________________________Ammonium benzoate__ ______________ ________Ammonium bifluoride. I. L______ ________ _

Ammonium borate____ ____ _________Ammonium citrate___ ___ _______ .___Ammonium persulfate__ ..............Ammonium polyacrylate______ _______Ammonium potassium hydrogen phosphate. Ammonium silico-fluoride_____________

Ammonium sulfamate______ ____.........______ _Ammonium thiocyanate............. ..........Ammonium thiosulfate.... ... .... ............Amyl acetate... ...... ........ ...... ...... .Anhy droenneaheptitol_____ _________ _____ _____Animal glue as described in $ 178.3120 of this chapter___2-Anthraquinone sulfonic acid, sodium salt______ ___Antimony oxide. ._____________________________Asbestos______ __________________ . . . i .________Asphalt, paraffinic and naphthenic._______________Azelaic acid.... ..... ..... .------_____________Azo-6f#-isobutyronitrile______ __________________Bala ta rubber___________ ____________ ____ ....Barium acetate_________ ______ .........._______Barium peroxide....... ...... .... ...___ ;_____Barium sulfate.......... _̂_______ ___________Bentonite........_•____ ______________________Benzene (benzol)______________________ _______Benzothiazyldisulfide. ... .....1____ _ .___ ___ ...p-Benzoxyphenol_____I___ ___________________ ;.Benzoyl peroxide___ ______......________________Benzyl alcohol__ _____________________.....___ _Benzyl benzoate_______________ ___ ______ >____Benzyl bromoacetate____________ ____________ _p-Benzyloxyphenol.'.. ............ ..... .......B H A  (butylated hydroxyanisole).................B H T  (butylated hydroxytoluene). ............. ...Bicyclo[2.2.1]hept-2-ene-6-methyl acrylate... ........2-Biphenyl diphenyl phosphate....................1.3- Bis(2-benzothiazolylmercaptomethyl) urea.... .........4,4'-Bis(a,a-dimethylbenzyl)diphenylamine........ .2,6-Bis (l-methylheptadecyl)-p-cresol...............Bis(tri-n-butyltin) oxide._____ _________________Bis(trichloromethyl)sulfone C.A. Registry No. 3064708. .Borax.... .... ........................ .....Boric acid.________________1............. .1.3- Butanediol .................... ; ______1.4- Butanediol. ... ....................1.4- Butanediol modified with adipic acid........ ...........................Butoxy polyethylene polyproplyene glycol (molecularweight 9004,200).Butyl acetate............ ............. _______Butyl acetyl ricinoleate____________ ___ ________Butyl alcohol................ ................Butylated, styrenated cresols identified in § 178.2010'(b) of this chapter.Butyl benzoate....._________j__._________ ____Butyl benzyl phthalate.. .... ....... ..........Butyldecyl phthalate_______    .̂.1,3-Butylene glycoldiglycolic acid copolymer.. .......fert-Butyl hydroperoxide.........................4,4'-Butylidenebis(6-ferf-butyl-w»-cresol).... ....... .Butyl lactate___ ___________ ____________ ___ _Butyloctylphth alate..........................p-f«rt-Butylphenyl salicylate__ _____ .............Butyl phthalate butyl glycolate__________________p-feri-Butylpyrocatechol................ .......Butyl ricinoleate___ .§..-j_______ _______________Butyl rubber polymer...___________     ...Butyl stearate____ ____ _________ ......__ ...___Butyl titanate, polymerized. .._________________Butyraldéhyde. _ _ ____ _________ _______ _____ _Calcium ethyl acetoacetate............__ ....___ ....Calcium nitrat1............... ....... ....... .Calcium metasilicate________ ___ ______ .*_______Camphor.... ..........:................. .'•...Camphor fatty acid esters.....'..... ......'........Candelilla wax_____________....___ ___ ..........ep*flon-Caprolactam-(ethylene-ethÿl acrylate) graft poly­mer.Carbon black, channel process........... ..... «...

Limitation*

For use as preservative only.

For use only in the preparation of polyurethane resins.

For use as preservative only.For use only as bonding agent for aluminum foil, sta­bilizer or preservative. Total fluoride from all sources not to exceed 1 percent by weight of the finished adhesive.

For use only as bonding agent for aluminum foil, sta­bilizer, or preservative. Total fluoride from all sources not to exceed 1 percent by weight of the finished adhesive.

For use only as polymerization-control agent.

For use as preservative only.

For use as preservative only. For use as preservative only.

For use as preservative only. For use as a preservative only.

For use only as polymerization-control agent.
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Substance» Lim ita tion s

Carbon disulfide-1,l'-methylenedipiperidine reaction 
product.Carbon tetrachloride_.......... ..... ...........Carboxymethylcellulose---------- ----------Castor oil, polyoxyethylated (4-84 moles ethylene oxide).

Cellulose acetate butyrate...........-.........Cellulose acetate propionate...... ...............Ceresin wax (ozocerite)------- ------------------
Cetyl alcohol_________________ j----- ---- ----
Chloral hydrate— .— -........Chlorinated liquid n-paraffins with cham lengths oi Ci»-Ci7, containing 40-70 percent chlorine by weight.Chlorinated pyridine mixture with active ingredients For use as preservative only, consisting of 2,3,5,6-tetrachloro-4-(methylsulfonyl) pyri­dine, 2,3,5,6-tetrachloro-4-(methylsulfinyl) pyridine and 
pentachloropyridine. .Chlorinated rubber polymer (natural rubber polymercontaining approximately 67 percent chlorine). .l-(3-Chloroallyl)-3,5,7-triaza-l-azoniaadamantane chloride For use as preservative only.

^Chloro^.Wimethylphenoi (ĵ hloro-m-xyienoi).....  For use as preservative only;
4-Chloro-3methylphenol............ -........... For use as preservative only.
Chloroform...--- ---------------- ------------Chloroprene-------------------- --- ---------Chromium caseinate___________________________ JChromium nitrate___— -- ------- ------------ -Chromium potassium sulfate------------------- —
^o^^^atty^acid amine salt of tetrachlorophenol----- For use as preservative only.
C o S V s - ^ u T M h n ^  For use as preservative only.
Coumarone-indene resin.------------------------Cresyl diphenyl phosphate----------------------Cumene hydroperoxide-------------------------Cyanoguanidine-- _----------- -— t—Cyclized rubber asidentified in § 176.170(b(2) of this chap.
ter_________________ — — -----------------Cyclohexane______________ —------------- ----Cyclohexanol__________________________ — -- —Cyclohexanone resin--------- -----------------Cyclohexanone-formaldehyde condensate.----------iV-Cyclohexyl p-toluene sulfonamide-------------—

Defoaming agents as described in § 176.210 of this chapter.
Dehydroacetic acid----------------------------Diacetone alcohol-----------------------------Diacetyl peroxide-----------— ■■— --------------
N  N '-  Dialkoyl - 4,4' - diaminodiphenylmethane mixtures where the alkoyl groups are derived from marine fatty 
acids (Cw-Cm).2.5- Di-farf-amylhydroquinone------- --— --— r-----Diamines derived from dimerized vegetable oil acias---Diajyl-p-phenylenediamine, where the aryl group may
be phenyl tolyl, or xylyLDi (butoxyethyl) phthalate----------------------2.5- Di-fc’rt-butylhydroquinone------------------

^WOi «̂rf-butyl-i-methyiphMwfi..------------- For use as preservative only.
Di(Ci, C*-alkyl)adipate-------------------------Dibutyl phthalate---------------------- ------Dibutyl sebacate---------- -------- ---- -----—Dibutyltin dilaurate for use only as a catalyst for pol­
yurethane resins.1,2-Dichloroethylene (mixed isomers)— .............Dicumyl peroxide—  ---------------------------Dicyclohexyl phthalate-------------------------Diethanolamine------ ------- .—  -----Diethanolamine condensed with animal or vegetable fatty 
acids.Diethylamine--------------- --- ------ ------Diethylene glycol..:---- ----- ------------------Diethylene glyco-adipic acid copolymer-------------Diethylene glycol dibenzoate------ ------- -------Diethylene glycol hydrogenated tallowate monoester---

Diethylene glycol laurate-----------------------Diethylene glycol monobutyl ether--- -------- ----Diethylene glycol monobutyl ether acetate...........Diethylene glycol monoethyl ether-------- .-------Diethylene glycol monoethyl ether acetate... .......-Diethylene glycol monomethyl ether........ ........Diethylene glycol monooleate------- -------------Diethylene glycol monophenyl ether—Diethylene glycol copolymer Of adipic acid and phthauc 
anhydride.Di(2-ethylhexyl) adipate...................... -rDi (2-ethylhexyl) hexahydrothalate— ............Di(2-ethylhexy)phthalate:— '......... ..........

Diethyl oxalate... — ------------------ ---- -—Diethyl phthalate------ — — — ------------ -Dihexyl phthalate— ------------- --------------Dihy droabietylphthalate....... ------........... -Di(2-hydroxy-5-ierf-butylphenyl) sulfide.... — -r----2,2'-Dihydroxy-5,5'-dichlorodiphenylmethane (dichloro- 
phene).

4^(^iodmiethyiSfon^Holuene"' C A ' ‘ Registry"' NoV: T a r use as an antifunga Ipreservatlve onlyi 
20018-09-01.Diisobutyl adipate---r.......... ... ......... -Diisobutyl ketone.......... ... .........r----Diisobutylphenoxyetboxyethyl dimethyl benzyl am­
monium chloride.Diisobutyl phthalate-... .......... -.........Diisodecyl adipate........ ....... .......... — -Diisodecyl phthalate.---- ----- ---------------Diisooctyl phthalate.-l.----------------------- -- Diisopropylbenzene hydroperoxide--------- ----7V,lV-Dimethylcyclohexylamine dibutyldithiocarbamate.

Dimethyl formamide..!__ — -------- ---------- -Dimethyl hexynol-- --- ----------------------2,2-Dimethyl-l,3-propanediol dibenzoate--- ------- —
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Substances

Dimethyl oxtynediol________ __________________ _JV-(l,l-dimethyl-3-ocobutyl) acrylamide._____ ______Dimethyl phthalate______ __________________....
3.5- Dimethyl-l,3,5,2H-tetrahydrothiadiazine-2-thione________Di-0-naphthyl-p-phenylenedIamine.......;________ _4.6- Dinonyl-o-cresol...___ _________ ___ _____...I.Dinonylphenol........ ................ ....Di-n-octyldecyl adipate............ .......... 1.1Dioctyldiphenylamine......... ....... _________Dioctylphthalate__________ _____ ___ _ ___ I. .1 1 1 1Dioctylsebacate.......... ........ ..... ... ...Dioxane___ _______       IDipentaerythritol pentastearate______:...... .... .Dipentamethylene-thiuram-tetrasulfide.............Dipentene... ... ............_______________Dipentene resins_______...__ ___________________Diphenyl-2-ethylhexyl phosphate. .............■___ IDiphenyl, hydrogenated.. .... .......... .... ...-¿V,}V'-Diphenyl-p-phenylenedi amine_____________Diphenyl phthalate..... .... ...... ..........l,3-Diphenyl-2-thiourea... ......................Dipropylene glycol.____ ________ ___________ ___Dipropylene glycol dibenzoate._____________ ¿|Dipropylene glycol monomethyl ether... ..........Dipropylene glycol copolymer of adipic acid and phtbalicanhydride.Disodium cyanodithioimidocarbonate_________ ____JVjJVMMstearoylethylenediamine.................Distearyl thiodipropionate_______ _______ _____ _4,4 VDithiodimorpholine____ ___ ....... ....... .n-Dodecylmercaptan:______ __________ _______fert-Dodecylmercaptan_________________ ___
Dodecylphenoxybenzene-disulfonic acid and/or itscalcium, magnesium, and sodium salts.Elemi gum..................... .............Epichlorohydrin-4,4'-isopropylidenediphenol resin.....Epichlorohydrin-4,4'-*«c-butylidenediphenol resin...___'Epichlorohydrin-4,4'-isopropylidene-di-o-cresol resin___Epichlorohydrin-phenolformaldehyde resin. ..........Erucamide (erucylamide)____......... ........ .Ethanolamine _______...................... ...Ethoxypropanol butyl ether...............,I_,..IIIIEthyl alcohol (ethanol)............. ... ________Ethylenediamine/__ ____ __________ .̂...... .Ethylenediaminetetra-acetic acid, calcium, ferric, potas­sium, or sodium salts, single or mixed.Ethylene dichloride...... ............. ......Ethylene glycol...̂ ____________________________Ethylene glycol monobutyl ether...... .......... .Ethylene glycol monobutyl ether acetate......... .Ethylene glycol monoethyl ether.... ...._j........Ethylene glycol monoethyl ether acetate________ ____Ethylene glycol monoethyl ether ricinoleate..........Ethylene glycol monomethyl ether... ........... ...Ethylene glycol monophenyl ether......... ... ....Ethylene-maleic anhydride copolymer, ammonium or potassium salt.Ethylene-methacrylic acid copolymer partial salts: A m ­monium, calcium, magnesium^ sodium, and/or zinc. Ethylene-methacrylic acid-vinyl acetate copolymer partial salts: Ammonium, calcium, magnesium, so­dium, and/or zinc.
Ethylene-propylene-dicyclopentadiene copolymer rub­ber.
Ethylene, propylene, 1,4-hexadiene and 2,5-norborna- diene tetrapolymer.Ethyl-p-hydroxy benzoate_______________ ______ _Ethyl hydroxyethyleellulose.............. ........Ethyl lactate.__;........... ....... ... £... .Ethyl phthalyl ethyl glycolate____ ________ _______Ethyl-p-toltiene sulfonamide....... ........... _Fats and oils derived from' anlmal or vegetable sources, and the hydrogenated, sulfated, or sulfonated forms of such fats and oils.Fatty acids derived from animal or vegetable fats and oils; and salts of such acids, single or mixed, as follows:Aluminum... .... ...... .....___________Ammonium_____ .......... ..............Calcium.................... ..... .........Magnesium_____ ______________...... ....Potassium... .... .... „ .....____________Sodium__ :.... ......... ......... ______Zinc__ ;_________________ ____ __________ _Ferric chloride____ _____________ _______Fluosilicic acid (hydrofluosilicic acid).......1.......

Formaldehyde......................................................................... .
Formaldehyde o- and p-toluene sulfonamide...........: ____
Formamide.......................________________,___Z,_______
Fumaratochromium (III) n itrate..__________________ I
Furfural........................... ....... ........................ ..................
Furfuryl alcohol...................................................... ...............
Fumaric acid.......... .......................__________________
Glutaraldehyde.................................... .......... .'.TT. .
Glycerides, di- and monoesters_____ _____ ____ ________
Glyceryl borate (glycol boriborate resin).____________ _
Glyceryl ester of damar, copal, elemi, and sandarac____
Glyceryl monobutyl ricinoleate___________ ____ _______
Glyceryl monohydroxy stearate......... ............................. . . .
Glyceryl monohydroxy ta llow ate...__________________
Glyceryl polyoxypropylene triol (average molecular 

weight 1,000).
Glyceryl tribenzoate___________; . ............ ........... -._____J,
Glycol diacetate_________ ______ _____ __________ _
Gyloxal___ ___________ ____________________________
Heptane____________<______ . ____ . . . . ____ I____ I .. .I I
Hexamethylenetetramine__________________ ______ ___
Hexane______ ____ ____________________ I__ I .I .I . . . I .
Hexanetriols_________ __________ IIIIIIIIIIIIIIIIIIIIII

L im itations

For use as preservative only.

For use as preservative only:

For use only as bonding agent for aluminum foil, stabi­lizer, or preservative. Total fluoride from all sources not to exceed 1 percent by weight of the finished adhesive.

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



14538 RULES AND REGULATIONS
Substances

Hexylene glycol--- ....... ... ... -.....-... —Hydroabietyl alcohol_______ ......«...........Hydrofluoric acid-------- --------------- #---

Hydrogen peroxide........... ............ ....0- Hydro-omepo-hydroxypoly - (oxytetramethylene)... .
Hydroquinone.______— — .— ------------------Hydroquinone monobenzyl ether_________________Hydroquinone monoethyl ether....--------------- ■—2(2'-Hydroxy-3,,5' di-fert-amylphenyl) benzotriazole----
Hydroxyacetic acid_______________ ____________7-Hydroxycoumarin___________________________Hydroxyethylcellulose_______________ ____ ______1- (2-Hydroxyethyl) -l-(4-chlorobutyl) -2 alkyl (CrCir) imidazolinium chloride.Hkdroxyethyldiethylene-triamine—  --------------/3-Hydroxyethyl pyridinlum 2-mercaptobenzothiazol-- -
Hydroxyethyl starch--- --- ---------*----------H  ydroxyethylur ea_________ ____ ...---------------Hydroxylamine sulfate_________________________Hydroxypropyl methylcellulose-------------------2:(Hydroxyxhethyl)-2-methyl-l,3-propane-diol triben­
zoate.2- Irnidazolidinone.— ..--------------------------------------Iodoform-----------------------------------Ispascorbic acid__ ____________________________Isobuytl alcohol (isobutanol)---------- ----------Isobutylene-isoprene copolymer-------------------

Isophorone...---U------- -------------------Isopropanolafnine (mono-, di-, tri-)----- ----,---■---Isopropyl acetate___ ;--------------------------Isopropyl alcohol (isopropanol) ------ ----- — —■---Isopropyl-m- and p-cresol (thymol derived)----------4 4-Isopropylidenedi-phenol_____________ ________4,4'-Isopropylidenedi-phenol, polybutylated mixture---Isopropyl peroxydicarboaate.--------------------p-Isopropoxy diphenylamine---- ---- — ----------4,4'-Isopropylidene-bis(p-phenyleneoxy)-di-2-propanol--
Itaconic acid_________________________________Japan wax— ------ ---------------------------Kerosene---------------- ---------- *--------Lauroyl peroxide--- --------------------------Lauroyl sulfate salts:Ammonium. .>____________________________Magnesium------------------------ -------Potassium___________ ___ — —  --- -— --— ---Sodium________________— ----------------Lauryl alcohol----...--------- --- ----- — ------SILauryl pyridinium 5-chloro-2-mercaptobenzothiazole-- -
Lignin calcium sufonate-------------------- -t----Lignin sodium sulfonate--- — — ---------------Linoleamide (linoleic acid amide)--------- ---------Magnesium fluoride------------ ...-------------

Limitations

For use only as bonding agent for aluminum foil, stabi­lizer, or preservative. Total fluoride from all sources not to exceed 1 percent by weight of the finished ad­hesive.
For use only in the preparation of polyurethane resins.

For use only as polymerization-control agent.

For use as preservative only.

Tor use only as bonding agent for aluminum foil, sta­bilizer, or preservative. Total fluoride from all sources not to exceed 1 percent by weight of the finished adhesives.
Magnesium glycerophosphate....-----------------
Maleic acid...---------- •*-- ------------ -:----Maleic anhydride-diisobutylene copolymer, ammonium or 
sodium salt.Manganese acetate--------------------- -------Marine oil fatty acid soaps, hydrogenated-----------

Melamine.____ — --- -— ----------------------Melamine-formaldehyde copolymer----------------
2-Mercaptobenzothiazole..----------- ----------------------- 7-2-Mercaptobenzothiazole and dimethyl dithioearbamic 
acid mixture, sodium salt.2-Mercaptobenzothiazole, sodium or zinc salt---------Methacrylate-chromic chloride complex, ethyl or methyl

p-Menthane hydroperoxide. ----------------------
Methyl acetate-------- ------------------------Methyl acetyl ricinoleate------------------------Methyl alcohol (methanol)---- ------— -------- —Methylcellulose--- . -------------------------Methylene chloride------------- — —  -----------4:4'-Methylenebis(2,6-di-ferf-butylphenol)..... ......2.2- Methylenebis (4-ethyl-6-fert-butylphenol)-------2.2- Methylenebis (4-methyl-6-nonylphenol). . -----2.2- Methylenebis (4-methyl-6-ferf-butylphenol)......
Methyl ethyl ketone.. — ------------------ ----- -Methyl ethyl ketone-formaldehyde condensate-----—
2-Methylhexane----- ---------------------- -— —l-Methyl-2-hydroxy-4-isopropyl benzene.... ........
Methyl isobutyl ketone—  ------- — ------------Methyl oleate________ —  --- — — ---- -----•-----Methyl oleate-palmitate mixture.— ---------  —Methyl phthalyl ethyl glycolate— — — ...---- -----Methyl ricinoleate.---- i— ------- --------- ----Methyl salicylate-------------------------*—
a-Methylstyrene-vinyltoluene copolymer resins (molarratio 1 a methylstyrene to 3 vinyltoluerie).
Methyl tallowate__________---------------- ----Mineral oil.— _____i--------- s------------- ;---Monochloracetic acid.-----------   ---
Monooctyldiphenylamine------------------——---------------
Montan wax-------------------- --- ----- ----Morpholine___________ ___________r-----------Myristic acid-chromic chloride complex.-- --------- -
Myristyl alcohol----- ------ :------- ---------Naphtha-------- ----------------------------Naphthalene, monosulfonated-------------------Naphthalene sulfonic acid-formaldehyde condensate, so­
dium salt. 'a-N aphthylamine------ ---------— ------—  ---

a ,a ', a " , «'"-Neopentane tetrayltetrakis [om«(?o-hydroxy- poly (oxypropylene) (1-2 moles)], average molecular 
weight 400.Nitric acid_______ ;____— --------------------o-N itrobiphenyl------------ ------------------

For use as preservative only; 
For use as preservative onlyi
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Nitrocellulose__________________________
2-Nitropropane_____ _____________________ IIIIII*-(p-Nonylpheny 1) -omrffa-hydroxypoly (oxyethylene) mixture of dihydrogen phosphate and monohydrogen phosphate esters; the nonyl group is a propylene trimer isomer and the poly (oxyethylene) content averages 6-9 moles or 50 moles.*- (p-Nonylphenyl) -omega-hydroxypoly (oxyethylene) produced by the condensation of 1 mole of p-nonylphe- nol (nonyl group is a propylene trimer isomer) with an average of 1-40 moles of ethylene oxide.«-(p-Nonylphenyl)-0TO«pa-hydroxypoly (oxyethylene) sulfate, ammonium salt; the nonyl group is a propylene trimer isomer and the poly (oxyethylene) content aver­ages 9 or 30 moles.«ndo-m-5-Norbornene-2,3-dicarboxyHc anhydride______ ..a-«s-9-Octadecenyl-owi«ffa-hydroxypoly (oxyethylene); the octadecenyl group is derived from oleyl alcohol and the poly (oxyethylene) content averages 20 moles.Oetadecyl 3,5-di-ieri-butyl-4-hydroxyhydroeinnamate___Octyl alcohol_________________________________Octyl decyl phthalate____ -___ __________________Octylphenol____________________ __i__________  '
Octylphenoxyethanols....________________ ...____Octylphenoxypolyethoxy-polypropoxyethanol (13 moles of ethylene oxide and propylene oxide).Odorless light petroleum hydrocarbons______________Oleamide (oleic acid amide)__________ ________.__Oleic acid, sulfated___________ ___J_______ '_____..Oxazoline_______________..._______ ___________«-Oxydiethylene-benzothiazole._______________ ____Palmitamide (palmitic acid amide)________________Paraffin (C12-C20) sulfonate______________ ________Paraformaldehyde_____________________________Pentachlorophenol___________ _________________Pentaerythritol ester of maleic anhydride____________Pentaerythritol monostearate_________________ __  For use as preservative only.Pentaerythritol tetrabenzoate [CAS Registry No. 4196- 86-5]. « 'Pentaerythritol tetrastearate...___________________ .2,4-Pentanedione___________.______ ___________Perchloroethylene___ ___________.______________Petrolatum..,___ ____________________________Petroleum hydrocarbon resin (cyclopentadiene type), hydrogenated.Petroleum hydrocarbon resin (produced by the catalytic polymerization and subsequent hydrogenation of sty­rene, vinyltoluene, and indene types from distillates of cracked petroleum stocks).Petroleum hydrocarbon resins (produced by the homo- and copolymerization of dienes and olefins of the alipha­tic, alicyclic, and monobenzenoid arylalkene types from distillates of cracked petroleum stocks).
Phenol... j--------------.......... ........ For use as a preservative only.Phenol-coumarone-indene resin_____________:_____Phenolic resins as described in § 175.300 (b) (3) (vi)_____
Phenothiazine.-----------------------------  For use only as polymerization-control agent.Phenyl-/9-naphthylamine (free of 0-naphthylamine)___
o-Phenylphenol— -------------------- ,.. ..... For use as preservative only.o-Phthalic acid_______________________________Pimaric acid_________ ___ __________ .....____Pine oil___________________________________Piperazine_________________________________ ^Piperidinium pentamethylenedithiocarbamate______Polyamides derived from reaction of one or more of the following acids with one or more of the following amines:Acids:.Azelaic acid________________ _____________ _____ 5^Dimerized vegetable oil acidŝ .......___________Amines:Bis(hexamethylene) triamine and higher homologues.Dietbylenetriamine_________________________Diphenylamine___________ ________ ;________Etnylenediamine________________________ __Hexamethylenediamine______________________Tetraethylenepentamine_____________________Triethylenetetramine_____ ____ ____ _________ .Polybutene, hydrogenated______________________Polybutylene glycol (molecular weight 1,000).......Poly [2(diethylamin6) ethyl methacrylate] phosphate...Polyester of adipic acid, phthalic acid, and propylene glycol, terminated with butyl alcohol.Polyester of diglycolic acid and propylene glycol contain­ing ethylene glycol monobutyl ether as a chain stopper.Polyester resins (including alkyd type), as the basic polymer, formed as esters when one or more of the following acids are made to react with one or more of the following alcohols:

Poly(oxycaproyl) diols and triols (minimum molec­ular weight 500).Acids:Azelaic acid____ |......... ...........Polybasic and monobasic acids identified in § 175.300(b) (3) (vii) (a) and (6). s Tetrahydrophthalic acid.Alcohols: •1,4-Cyelohexanedimetbanol.2,2-Dimethy 1-1,3-propanediol.Polyhydric and monohydric alcohols identi­fied in § 175.300(b) (3) (vii) (c) and (d).Polyethyleneadipate modified with ethanolamine with For use only in the preparation of polyurethan resins, th'e molar ratio of the amine to the adipic acid less than .0.1 to 1.Polyethylene glycol (molecular weight 200-6,000)......Polyethylene, oxidized..... .... ........... ....Polyethylene resins, carboxyl modified, identified in § 177.1600 of this chapter.Polyethylenimine.......... .... ..............Polyethylenimine-epicholrohydrin resins.........I...Polyisoprene........... ......................
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Polymeric esters of polyhydric alcohols and polycarboxylic acids prepared from glycerin and phthalic anhydride and modified with benzoic acid, castor oil, coconut oil, linseed oil, rosin, soybean oil, styrene, and vinyl toluene; Polymers: Homopolymers and copolymers of the follow­
ing monomers:Acrylamide-------- --------- ------- - ----Acrylic acid...... — ......... -...........Acrylonitrile------- ...— .......-.... -... ...Butadiene---- ------------------------------ *Butene_____:--------------- -----------------iV-ferf-Butylacrylamide---------- — -------- -----

Butyl acrylate------------------------- ------1,3-Butylene glycol dimethacrylate....-... ... ....Butyl methacrylate----------------------------Crotonic acid-.-------------------------------Decyl acrylate--------------------------------Diallyl fumarate---- -------------------------Diallyl maleate__________________ ■*---------—Diallyl phthalate------------- -̂--------------  ■Dibutyl fumarate..-------- ---------- ------- —Dibutyl itaconate---- --------- ----------------Dibutyl maleate----- ------------------—  -----Di (2-ethylhexyl) maleate------- ----------- -----Dimethyl-a-methylstyrene----------------------
Dioctyl fumarate— -- *--------------- --- J----Dioctyl mateate---- ------...------ —.— — ---—Divinylbenzene--- ---- --- -----.-- :----------Ethyl acrylate--------- ----- ----- •-----------Ethylene. .. .---- 7--------------------- -----Ethylene cyanohydrin--------------------------2-Ethylhexyl acrylate--------------------------Ethyl methacrylate----------------- --------- -■Eumaric acid and/or its methyl, ethyl propyl, butyl, amyl 
hexyl, heptyl and octyl esters.Glycidyl methacrylate...-------------------- — -2-Hydroxyethyl acrylate------------------- -----2-Hydroxyethyl methacrylate--------------------2-Hydroxypropyl methacrylate--- ---------------Isobutyl acrylate------------ -----------------Isobutylene------ ------.------ ------------ —

Itaconic acid------------------- ----- ----■-- tyMaleic acid, dicster with 2-hydroxyethanesulfomc acid, 
sodium salt.Maleic anhydride--------- vn-------------- ----Methacrylic acid-------------------------- ----Methyl acrylate....--------------------- ----IV.lV'-Methylenebisacrylamide--------------------

Methyl methacrylate---------------------------IV-Methylolacrylamide--------------------------
Methyl styrene-------------------------------Monoethyl maleate----------------------------Monomethyl maleate----------------- --------Mono (2-ethylhexyl) maleate---------- ----------5-Norbomene-2 3-dicarboxylic acid, mono-n-butyl ester..
Propyl acrylate-------------,------ .....-------
Propylene___________________________________Styrene..------------------ ---------------Triallyl cyanurate-- ------------------------- —Vinyl acetate-------------  --------------------Vinly alcohol (from alcoholysis or hydrolysis of vinyl

acetate units).Vinyl butyrate............. .... ......---....Vinyl chloride------------------ ------ ----->Vinyl crotonate----------------------- ------Vinyl ethyl ether.------    ------Vinyl hexoate_______ ___ ____ _____ ___ -.....Vinylidene chloride______ ____— --------- -----Vinyl methyl ether------------ --------------Vinyl pelargonate......... ... .. .....— ----Vinyl propionate---------------- --- --------Vinyl pyrrolidone.... ..... ........... ......Vinyl stearate........-------------Polyoxyalkylated-phenolic resin (phenolic resin obtained from formaldehyde plus butyl- and/or amylphenols, oxyalkylateu with ethylene oxide and/or propylene 
oxide). ..Polyoxyethylated (40 moles) tallow alcohol sulfate, sodium gâ

Polyoxyethylene (molecular weight 200) dibenzoate.... Polyoxyethylene (molecular weight 200-600) esters of fatty acids derived from animal or vegetable fats and oils 
(including tall oil).Polyoxyethylene (15 moles) ester of rosin— ---- ------Polyoxyethylene (4—5 moles) ether of phenol----------Polyoxyethylene (25 moles)— glycerol adduct— ...---Polyoxyethylene (40 moles) stearate.............-—Polyoxyethylene (5-15 moles) tridecyl alcohol..........Polyoxypropylene (3 moles) tridecyl alcohol sulfate....Polyoxypropylene (20 moles) butyl ether------------Polyoxypropylene (40 moles) butyl ether------------Polyoxypropylene (20 moles) oleate butyl ether— -------Polyoxypropylene-polyoxyethylene condensate (mini­
m u m  molecular weight 1,900). . . . ....Polypropylene glycol (minimum molecular weight 150) _ Polypropylene glycol (3-4 moles) triether with 2-ethyl-2- (hydroxymethyll-l,3-propane-diol, average .molecular 
weight 730.Polypropylene, noncrystalline.. .....  —

Polysiloxanes:Diethyl polysiloxane......... -.....-........Dihydrogen polysiloxane.....-.....-.........Dimethyl polysiloxane......................-Diphenyl polysiloxane.. ..................Ethyl hydrogen polysiloxane..................Ethyl phenyl polysiloxane.................. —Methyl ethyl polysiloxane.... ........... ... .Methyl hydrogen polysiloxane--------- .----- —Methyl phenyl polysiloxane-------------------Phenyl hydrogen polysiloxane----:------- ----

L im ita tio n s
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Polysorbate 60.__ . ...........................Polysorbate 80............. ...................Polysorbate 20, (polyoxyethylene (20) sorbitan mono- laurate).Polysorbate 40 (polyoxyethylene (20) sorbitan mono- palmitate).Poly [styrene-co-disodium maleate-eo-a-(p-nonyl phenyl)- 
oinega-( p-vinyl-ben zy l)poly (oxy et h y lene)] terpolymer.Polytretrafluoroethy lene...... .................Polyurethane resins producecTby reacting diisocyanates 
with one or more of the polyols or polyesters named in this subparagraph or produced by reacting the ehloro-formate'derivatives of one or more of the polyols or * -■polyesters named in this subparagraph with one or tnore of the polyamines named in this subparagraph.Polyvinyl alcohol modified so as to contain not more than 3 weight percent of comonomer units derived from 1- alkenes having 12 to 20 carbon atoms.Polyvinyl butyral....'................. 1.......Polyvinyl formal..............................Potassium ferricyanide....................... .... For use only as polymerization-control agent.Potassium iV-methyldithiocarbamate.......____ -...Potassium pentachlorophenate...................  For use as preservative only.Potassium permanganate... ....................Potassium persulfate..................... .......Potassium phosphates (mono-, di-, tribasic)....__ ____Potassium tripolyphosphate_________ ____________

a, a ', o"-l, 2,3-Propanetriyltris [omega-(2,3-epoxypro- poxy) poly (oxypropylene) (24 moles)]./3-Propiolactone.______ ...._____ ...... .........•Propyl alcohol (propanol).... ......______ ___....Propylene carbonate___________ _______ .-...... .Propylene glycol and p-p'-isopropylidenediphenol di­ether.Propylene glycol esters of coconut fatty acids....... ..Propylene glycol monolaurate........ ........•_____Propylene glycol monomethyl ether.____ _______ ___Propylene glycol monostearate____________'_______
a, a ', o"-[Propylidynetris (mçthylene)] tris [omega- hydroxypoly (oxypropylene) (1.5 moles minimum)], minimum molecular weight 400.Quaternary ammonium chloride (hexadecyl, octadecyl For use as preservative only, derivative).Rosin (wood, gum, and tall oil rosin), rosin dimers, decarboxylated rosin (including rosin oil, dispropor- tionated rosin, and these substances as modified by one . or more of the following reactants:Alkyl (Ci-Cg) phenolformaldehyde__.•__ ......__Ammonia___ _____•.................. ....Ammonium caseinate-p-C yclohexylphenolformalde- hyde.Diethylene glycol___ __________ ___________ _Dipentaerythritol______ ______ ____________Ethylene glycol..̂ ._____________ ____________Formaldehyde..___________ _______________Fumaric acid___________ ___ ______________Glycerin___________________ _____________Hydrogen_________jj_________ _____________Isophthalic acid.....___ ____________ ____t___4,4'-Isopropylidenediphenol-epichlorohydrin (epoxy).4,4'-Isopropylidenediphenol-formaldehyde________Maleic anhydride._____ •_... .... ......______  _Methyl alcohol______ _______...............Pentaerythritol____________________________Phthàlic anhydride_________________________Polyethylene glycol............ ____________Phenol-formaldehyde ________________________

Phenyl o-eresol-foimaldehyde_____ ____________p-Phenylphenol-formaldehyde__ ______ _______  ,Sulfuric acid..__________________ __________Triethylene glycol______ ___________________Xylenol-formaldehyde___________ _______ ____Rosin salts (salts of wood, gum, and tali oil rosin, and the dimers thereof, decarboxylated rosin disproportionated rosin, hydrogenated rosin):Aluminum..___________ ___ ____ ___¿ . . i...Ammonium................ .......... ...Y_—Calcium__ _____.____ _______________ _Magnesium..._________________ ...........Potassium__ ;___1... ....... ........ .....Sodium.......................... ...... .Zinc_____ ______________.;.... ..r._______Rosin, gasoline-insoluble fraction..................Rubber hydrochloride polymer.. .... ........ ...Rubber latex, natural..... .... ¿s_____ ........ .Salicylic acid... ............. .......... .....  For use as preservative only.Sandarac__________ ____ ___ ___ ____ _________Sebacic acid__ _..... ............... ....... .Shellac... 1.......— ___ _ _ ___r.... .......Silicon dioxide as defined in § 172.480(a) of this chapter.Silicon dioxide as defined in Sec. 121.1958(a)........ .Sodium alkyl (CYCus aliphatic) benezenesulfonate____Sodium aluminum pyrophosphate________ bij______Sodium aluminum sulfate... ............. ......Sodium bisulfate ........ J... .................Sodium calcium silicate..... .............. .....Sodium capryl polyphosphate.. .... ...... ... .Sodium earboxymethylcellulose...... ........ ...Sodium chlorate..... ...... .........____ _____Sodium chlorite______ _______ ____________ _Sodium chromate___________ _________________ _Sodium decylsulfate_________________ ____ _____Sodium dehydroacetate.____________ ___ ____ _ For use as preservative only.Sodium di-(2-ethylhexoate)_____________________ _Sodium di-(2-ethylhexyl) pyrophosphate........ ...Sodium dihexylsulfosuccinate..... .......... ....Sodium dissobutylphenoxydiethoxyethyl sulfonate....Sodium diisobutylphenoxymonoethoxyethyl sulfonate...
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Sodium diisopropyl- and triisopropylnaphthalenesul- 
fonate.Sodium dimethyldithiocarbamate.............. ...Sodium dioctylsulfosuccinate~— .......Sodium n-dodecylpolyethoxy (50 moles) sulfate.......Sodium ethylene ether of nonylphenol sulfate........  /•/.Sodium 2-ethylhexyl sulfate......................  . j . r ■ i , . . . . .  . ...flnnridft ................  For use only as bonding agent for aluminum foil, stabil-b0Q .... ' izer, or preservative. Total fluoride for all sources notto exceed 1 percent by weight of the finished adhesive.

Sodium formaldehyde sulfoxylate.......*.........
Sodium formate...............................Sodium heptadecylsulfate— ----.................Sodium hypochlorite------------------ -----  - - - - -Sodium isododecylphenoxypolyethoxy-(40 moles) sulfate.
Sodium IV-lauroyl sarcosinate.................. —Sodium metaborate....--... -.................Sodium a-naphthalene sulfonate------ ;-- ---------
Sodium nitrate.......................-... ------
Sodium nitrite........------- ,v-- -.--v.......Sodium oleoyl isopropanolamide sulfosuccmate.......  .. ,
Sodium pentachlorophenate.................-...  For use as preservative only.
Sodium perborate.... ............-... 1...... -
Sodium o-phenylphenate................. -... —  For use as preservative only.
Sodium poly aery late........   ----Sodium polymethacrylate..... ........... ......Sodium polystyrene sulfonate............ -,-----   . ,Sodium salicylate......... . ..........  For use as preservative only.Sodium salt of 1-hydroxy 2(1H)-pyridine thione.... . For use as preservative only.
Sodium tetradecylsulfate.................-......Sodium thiocyanate----- .....................Sodium bis-tridecylsulfosuccinate.. ..............
Sodium xylene sulfonate.........................Sorbitan monooleate....... — ......Sorbitan monostearate.................-.........Soybean oil, tpoxidized----- -------------------Spermaceti wax— ----      ---
itannous ̂ tWlhex'arioateV." ” ...I ” - ” -̂ -1-------1- For use only as a catalyst for polyurethane resins.
Stannous stearate---............. -............Starch hydrolysates...............Starch or starch modified by one or more of the treatments described in §§ 172.892 and 178.3520 of this chapter.Starch, reacted with a urea-formaldehyde resin........Starch, reacted with formaldehyde................Stearamide (stearic acid amide).......... ........
Stearic acid.......... ... ----.............. --Stearic acid-chromic chloride complex.......... .Stearyl-cetyl alcohol, technical grade, approximately 65 percent-80 percent stearyl and 20 percent-35 percent 
cetyl.Strontium salicylate-------- --- -..............Styrenated phenol......... -... --.............Styrene block polvmers with 1,3-butadiene..........Styrene-maleic anhydride copoylmer, ammonium or 
potassium salt. , , „ .Styrene-maleic anhydride copolymer (partially methy­
lated) sodium salt. ,,Styrene-methacrylic acid copolymei, potassium salt----

Sucrose acetate isobutyrat3.................. ...Sucrose benzoate.... ... ... ............. -...Sucrose octaacetate.............. ..... ....: — -a-Sulfo-omega-(dodecyloxy) poly (oxyethylene), ammoni­
um salt. . ;Sulfonated octadecylene (sodium form)............

Sulfur................................ .... —Tall oil............ ............. -..........Tail-oil fatty acids, linoleic and oleic----------- -—Tall oil fatty acid methyl ester...................Tall oil, methyl ester......-....................Tall oil pitch...................... -— i--- ----Tall oil soaps.. .... ..........................Tallow alcohol (hydrogenated) — ..... ...............Tallow amine, secondary (hexadecyl, octadecyl), of hard 
tallow.Tallow, blown (oxidized).. .....................Tallow, propylene glycol ester... .............. ---Terpene resins (a-and /3-pinene) homopolymers, copoly- . ■mers, and condensates with phenol, formaldehyde, 
coumarone, and/or indene.

Terphenyl... ....... ... ...............-... - „ ■Terphenyl, hydrogenated.......................
Terpineol----------- ------------ -..........Tetraethylene pentamine........... -......-.....Tetraethylthiuram disulfide............... ......Tetrahy drofuran...... ...... !... -....... ....Tetrahy drofurfuryl alcohol.............. -.......Tetra-isopropyl titanate....... ...........—  ...a-[p-(l,l,3,3-Tetramethylbutyl) phenyl]-ome(/n-hydroxy- 
poly-(Oxyethylene) produced by the condensation of 1 
mole of p-(l,l,3,3-tetramethylbutyl) phenol with an average of 1-40 moles of ethylene oxide.Tetrakis[methylene (3,5Kii-feri-butyl-4-hydroxy-hydro- 
cinnamate)] methane. „ , ..«-[p-(l,l,3,3-Tetramethylbutyl) phenyl]-owieÿo-hydroxy- 
poly(oxyethylene) mixture of dihydrogen phosphate and monohydrogen phosphate esters and their sodium, potassium, and ammonium salts having a polyoxy­ethylene) content averaging 6-9 or 40 moles.

Tetramethyl decanediol.... -....... -...........Tetramethyl decynediol........  ............ .Tetramethyl decynediol plus 1-30 moles of ethylene oxide.Tetramethylthiuram monosulfide...... ...........TetrasodiumiVi(l,2-dicarboxyethyl)-iV-octadecylsulfosuc-
4,4'-Thiobis-6-i«r<-butyl-rn-cresol...................Thiodiethylene-bis(3,5-di-fert-butyl-4-hydroxyhydrocinna- 
mate). , ,2,2'-(2,5-Thiophenediyl) bis[5-f e rf-butylbenzoxazole]....

Thiram............ ....... .................
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Substances

Thymol-----*----- ----- — ... -............Titanium dioxide....... ................. — ----Titanium dioxide-barium sulfate...................Titanium dioxide-calcium sulfate............. ..Titanium dioxide-magnesium silicate... ..............
Toluene..'. - .............----....%....-.....Toluene 2*4-diisocyanate....... ....... ... ......Toluene 2,6-diisocyanate............ ... ..... ....o- and p-Toluene ethyl sulfonamide----- ,.......... .o- and p-Toluene sulfonamide..... ................p-Toluene sulfonic acid...... ...................p-fp'-Toluene-sulfonylamidel-diphenylamide...-.......Triazine-formaldehyde resins as described in § 175.300(b)(3) 
(xiii). ■■■■.; ■Tributoxyethyl phosphate............ ............

Tributyl citrate— ................ .— .........Tri-fert-butyl-p-phenyl phenol.................... .
Tributyl phosphate........ .....................Tributyltin chloride complex of ethylene oxide condensate of dehydroabietylamine.Tri-n-butyltin acetate.........   --Tri-n-butyltin neodeeanoate........... ...........1.1.1- Trichloroethane ......t;.......... .......
1.1.2- Trichloroethane........:.... -..............Trichloroethylene ..... ........— ......-... - - - -Tri-î chloroethy 1 phosphate..........     ...
Tridecyl alcohol----------- .......-------------- -Triethanolamine__'........ .... ........ ...... .3-(Triethoxysily 1) propylamine.... ............ ....Triethylene glycol....'...............    ,.Triethylene glycol dibenzoate--- z i i................Triethylene glycol di(2-ethylhexoate)_..... ..........Triethylene glycol polyester of benzoic acid and phthalic
acid.Triethylhexyl phosphate.... ....................Triethylphosphate....... ,............. -.......2,4,5-Trihydroxy butyrophenone......... ...>.... ....Triisopropanolamine............................Trimethylol propane— ....... .......... ,.. ...2.2.4- Trimethylpentanediol-l,3-diisobUtyrate.....Trimeric aromatic amine resin from diphenylamine andacetone of molecular weight approximately 500. Tri(nonylphenyl) phosphite-formaldehyde resins.......

Triphenylphosphate..-------..--- ------- ■---...Tripropylene glycol monomethyl ether— -----------1.3.5- Tris (3,5-di-icrt-butyl-4-hydroxy-benzyl)-s-triazine- 
2,4,6 (lH,3H,5H)-trione.Tris (p-tertiary butyl phenyl) phosphate------------Tris(2-methyl-4-hydroxy-5-icri-butyl-phenyl)butane— ...

Turpentine....------ ----- ----- ------- -----Urea-formaldehyde resins as described in ■§ 175.300(b) (3) (xii). - ■■Vegetable oil, sulfonated or sulfated, potassium salt— --Vinyl acetate-maleic anhydride copolymer, sodium salt—
Waxes, petroleum....____________ ___ — — -------Wax, petroleum, chlorinated (40% to 70% chlorine)-- ...Waxes, synthetic paraffin (Fischer-Tropscrf process)..--3-(2-Xenolyl)-l, 2-epoxy-propane___________________Xylene____ ___ ____________________________ -Xylene (or toluene) alkylated with dicyclopentadiene:...Zein______ ___ :________________ ___ _______Zinc acetate. ___________ _________________ ____Zinc ammonium chloride 1_____._______ ___ — — .Zinc dibenzyl dithiocarbamate-- ---- ------------Zinc dibutyldithiocarbamate--------- ---- -------Zinc diethyldithiocarbamate_____ ----------- ----Zine di (2-ethy lhexoate)___.______________________Zinc formaldehyde sulfoxylate_______ _____________Zinc naphthenate and dehydroabietylamine mixture---Zinc nitrate___________________________ 4_____ .Zinc orthophosphate___ ___________________ Jj___ >Zinc resinate______________ ___ «__ ________ ^__Zinc sulfide_________________ ,________ ....____Zineb (zinc ethylenebis-dithiocarbamate)__________—Ziratn (zinc dimethyldithiocarbamate)______________

Lim itations
For use as preservative only.

For use as preservative only.
For use as preservative only.
For use as preservative only. For use as preservative only.

As identified in § 177.2600(c) (4) (iii) of this chapter. For use only as a stabilizer.

§ 175.125 Pressure-sensitive adhesives.
Pressure-sensitive adhesives may be 

safely used as the food-contact surface 
of labels and/or tapes applied to food, 
in accordance with the following pre­
scribed conditions:

(a) Pressure-sensitive adhesives pre­
pared from one or a mixture of two or 
more of the substances listed in this 
paragraph may be used as the food-con­
tact surface of labels and/or tapes ap­
plied to poultry, dry food, and processed, 
frozen, dried, or partially dehydrated 
fruits or vegetables.

(1) Substances generally recognized 
as safe in food.

(2) Substances used in accordance 
with a prior sanction or approval.

(3) Color additives listed for use in 
or on food in Part 8 of this chapter.

(4) Substances identified in § 172.615 
of this chapter other than substahces

used in accordance with paragraph (a) 
(2) of this section.

(5) Polyethylene, oxidized; comply­
ing with the identity precribed in § 177.- 
1620/a) of this chapter.

(b) Pressure-sensitive adhesives pre­
pared from one or a mixture of two or 
more of the substances listed in this 
paragraph may be used as the food-con-. 
tact surface of labels and/or tapes ap­
plied to raw fruit and raw vegetables.

(1) Substances listed in paragraph
(a) (1), (2), (3), and (5) of this sec­
tion, and those substances prescribed by 
paragraph (a)(4) of this section that are 
not identified in paragraph (b)(2) of 
this section.

(2) Substances identified in this sub- 
paragraph and subject to the limitations 
provided :
BHA.
BUT.

Butadiene-acrylonitrile copolymer. 
Butadiene-acrylonitrile-styrene copolymer. 
Butadiene-styrene copolymer.
Butyl rubber.
Chlorinated natural rubber. 
Isobutylene-styrene copolymer.
Petrolatum.
Polybutene-1.
Polybutene, hydrogenated; complying with 

the identity prescribed under § 178.3740(b) 
of this chapter.

Polyisobutylene. 
ci9-1,4-Polyisoprene.
Polystyrene.
Propyl gallate.
Rapesded oil, vulcanized.
Rosins and rosin derivatives as provided in 

§ 178.3870 of this chapter.
Rubber hydrochloride.
Rubber (natural latex solids or crepe, 

smoked or unsmoked).
Terpene resins (a- and /3-pinene), homo­

polymers, copolymers, and condensates 
with phenol, formaldehyde, coumarone, 
and/or indene.

Tetrasodium ethylenediaminetetraacetate. 
Tri( mixed mono- and dinonylphenyl) phos­

phite (which may contain not more than 1 
percent by weight of triisopropanolamine).
(c) Acrylonitrile copolymers identi­

fied in this section shall comply with 
the provisions of § 180.22 of this chap­
ter.

Subpart C— Substances for Use as 
Components of Coatings

§ 175.210 Acrylate ester copolymer 
coating.

Acrylate ester copolymer coating may 
safely be used as a food-contact surface 
of articles intended for packaging and 
holding food, including heating of pre­
pared food, subject to the provisions of 
this section:

(a) The acrylate ester copolymer is 
a fully polymerized copolymer of ethyl 
acrylate, methyl methacrylate, and 
methacrylic acid applied in emulsion 
form to molded virgin fiber and heat- 
cured to an insoluble resin.

(b) Optional substances used in the 
preparation of -the polymer and in the 
preparation and application of the 
emulsion may include substances named 
in this paragraph, in an amount not to 
exceed that required to accomplish the 
desired technical effect and subject to 
any limitation prescribed: Provided, 
however, That any substance named in 
this paragraph and covered by a specific 
regulation in Subchapter B of this chap­
ter must meet any specifications in such 
regulation.
List of substances : Limitations

Aluminum stearate^____  _____________
Ammonium lauryl sulfate- _____________
Borax________________  Not to exceed

the amount 
required as a 
p r e s e r v a ­
tive in emul­
sion defoamer.

Disodium hydrogen phos- Do. 
phate.

Formaldehyde _____ .___  ______________
Glyceryl monostearate__  _____ _̂______
Methyl cellulose_______  _____________
Mineral oil____________  _____________
Paraffin w ax..__ ____ ._ _____________
Potassium hydroxide____  _____________ .
Potassium persulfate__ ,_ ___ ____ ______
Tallow _______________  _____________
Tetrasodium pyrophos­

phate ___ ___________  _____________
Titanium dioxide____  __ ._____ ;____
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(c) The coating in the form in which 
it contacts food meets the following 
tests:

(1) An appropriate sample when ex­
posed to distilled water at 212° F for 30 
minutes shall yield total chloroform- 
soluble extractables not to exceed 0.5 
milligram per square inch.

(2) An appropriate sample when ex» 
posed to n-heptane at 120° F for 30 
minutes shall yield total chloroform- 
soluble extractables not to exceed 0.5 
milligram per square inch, i
§ 175.230 Hot-melt strippable food coat­

ings.
Hot-melt strippable food coatings 

may be safely applied to food, subject to 
the provisions of this section.

(a) The coatings are applied to and 
used as removable coatings for food.

(b) The coatings may be prepared, as 
mixtures, from the following substances:

(1) Substances generally recognized as 
safe in food.

(2) Substances identified in this sub- 
paragraph.
List of substances : Limitations

Acetylated monoglycerides Complying
with
172.828 of 
this chapter.

Cellulose acetate butyrate. _ --------------------
Cellulose acetate proprion- -----------------

Mineral oil, white........._____ For use only
as a com­
ponent. of 
hot-melt 
strippable 
food coat­
ings ap­
plied to 
frozen

.  meats and
complying 
with
§ 172.878 of 
this chapter.

§ 175.250 Paraffin (synthetic).
Synthetic paraffin may be safely used 

as an impregnant in, coating on, or 
component of coatings on articles used in 
producing, manufacturing, packing, 
processing, preparing, treating, packag­
ing, transporting, or holding food in ac­
cordance with the following prescribed 
conditions :

(a) The additive is synthesized by the 
Fischer-Tropsch process from carbon 
monoxide and hydrogen, which are cata- 
lytically converted to a mixture of par­
affin hydrocarbons. Lower molecular- 
weight fractions are removed by distil­
lation. The residue is hydrogenated and 
further treated by percolation through 
activated charcoal.

(b) Synthetic paraffin shall conform 
to the following specifications:

(1) Congealing point. The substance 
has a congealing point of not less than 
200° F nor more than 210° F as deter­
mined by A.S.T.M. D-938-49.

(2) Oil content. The substance has 
an oil content not exceeding 0.5 percent 
as determined by A.S.TJM. D-721-56T.

(3) Absorptivity. The substance has 
an absorptivity at 290 millimicrons in 
decahydronaphthalene a t 190° F not 
exceeding 0.01 as determined by A.S.T.M. 
131.

(c) The provisions of this section are 
not applicable to synthetic paraffin used 
in food-packaging adhesives complying 
with § 175.105.
§ 175.260 Partial phosphoric acid esters 

o f polyester resins.
Partial phosphoric acid esters of poly­

ester resins identified in this section and 
applied on aluminum may be safely used 
as food-contact coatings, in accordance 
with the following prescribed conditions:

(a) For the purpose of this section, 
partial phosphoric acid esters of poly­
ester resins are prepared by the reaction 
of trimellitic anhydride with 2,2-di- 
methyl-1,3-propanediol followed by reac­
tion of the resin thus produced with 
phosphoric acid anhydride to produce a 
resin having an acid number of 81 to 98 
and a phosphorus content of 4.05 to 4.65 
percent by weight.

(b) The coating is chemically bonded 
to the metal and cured a t temperatures 
exceeding 450° F.

(c) The finished food-contact coating, 
when extracted with the solvent or sol­
vents characterizing the type of food and 
under the conditions of time and tem­
perature characterizing the conditions 
of its intended use, as determined from 
tables 1 and 2 of § 175.300(d), yields 
total extractives in each extracting sol­
vent not to exceed 0.3 milligrams per 
square inch of food-contact surface, as 
determined by the methods described in 
§ 175.300(e), and the coating yields 2,2- 
dimethyl-1, 3-propanediol in each ex­
tracting solvent not to exceed 0.3 micro­
grams per square inch of food-contact 
surface. In testing the finished food-

contact articles, a separate test sample 
is to be used for each required extracting 
solvent.
§ 175.270 Poly (vinyl fluoride) resins.

Poly (vinyl fluoride) resins identified 
in this section may be safely used as 
components of food-contact coatings for 
containers having a capacity of not less 
than 5 gallons, subject to the provisions 
of this section.

(a) For the purpose of this section, 
poly(vinyl fluoride) resins consist of 
basic resins produced by the polymeriza­
tion of vinyl fluoride.

(b) The poly (vinyl fluoride) basic res­
ins have an intrinsic viscosity of not 
less than 0.75 deciliter per gram as deter­
mined by ASTM Method D 1243-66, mod­
ified as follows:

(1) Solvent: N,N-Dimethylacetamide, 
technical grade.

(2) Solution: Powdered resin and sol­
vent are heated a t 120° C until the resin 
is dissolved.

(3) Temperature: Flow times of the 
solvent and solution are determined at 
110° C.

(4) Viscometer: Carinon-Ubbelohde 
size 50 semimicro dilution viscometer (or 
equivalent).

(5) Calculation: The calculation 
method used is that described in appen­
dix Al.2.2 (ASTM Method D 1243-66) 
with the reduced viscosity determined for 
three concentration levels, not greater 
than 0.5 gram per deciliter, and extrap­
olated to zero concentration for intrin­
sic viscosity. The following formula is 
used for determining reduced viscosity:

t - t o
Reduced viscosity in terms of deciliters per g r a m ^ -^ -

n c .
i=Solution efflux time, 
to= Solvent efflux time.

§ 175.300 Resinous and polymeric coat­
ings.

Resinous and polymeric coatings may 
be safely used as the food-contact sur­
face of articles intended for use in pro­
ducing, manufacturing, packing, process­
ing, preparing, treating, packaging, 
transporting, or holding food, in accord­
ance with the following prescribed condi­
tions:

(a) The coating is applied as a con­
tinuous film or enamel over a metal sub­
strate, or the coating is intended for re­
peated food-contact use and is applied 
to any suitable substrate as a continuous 
film or enamel that serves as a functional 
barrier between the food and the sub­
strate. The coating is characterized by 
one or more of the following descrip­
tions :

(1) Coatings cured by oxidation.
(2) Coatings cured by polymerization, 

condensation, and/or cross-linking with­
out oxidation.

(3) Coatings prepared from prepoly­
merized substances.

(b) The coatings are formulated from 
optional substances that may include:

(1) Substances generally recognized
as safe in food. ‘

(2) Substances the use of which is 
permitted by regulations in this part or 
which are permitted by prior sanction 
or approval and employed under the 
specific conditions, if any, of the prior 
sanction or approval.

(3) Any substance employed in tne 
production of resinous and polymeric 
coatings that is the subject of a regula­
tion in Subchapter B of this chapter ana 
conforms with any specification in such 
regulation. Substances named in this 
paragraph (b) (3) and further identified 
as required: '  .

(i) Drying oils, including the triglyc­
erides or fatty acids derived therefrom.
Beechnut.
Candlenut.
Castor ( Including 

dehydrated).
Chinawood (tung).
Coconut.

Corn.
Cottonseed.
Fish (refined).
Hempseed.
Linseed.
Oitlclca.
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Perilla.
Poppyseed.
Pumpkinseed.
Safflower.
Sesam e.
Soybean.
Sunflower.
Tall oil.
Walnut.
The oils may be raw, heat-bodied, or 
blown. They may be refined by filtra­
tion, degumming, acid or alkali washing, 
bleaching, distillation, partial dehydra­
tion, partial polymerization, or solvent 
extraction, or modified by combination 
with maleic anhydride.

(ii) Reconstituted oils from triglyc­
erides or fatty acids derived from the 
oils listed in paragraph (b) (3) (1) of this 
section to form esters with:
Butylene glycol.
Ethylene glycol.
Pentaerythritol.
Polyethylene glycol.
Polypropylene glycol.
Propylene glycol.
Sorbitol.
Trimethylol ethane.
Trimethylol propane.

(iii) Synthetic drying oils, as the basic 
polymer:
Butadiene and methylstyrene copolymer. 
Butadiene and styrene copolymer, blown or 

unblown.
Maleic anhydride adduct of butadiene sty­

rene.
Polybutadiene.

(iv) Natural fossil resins, as the basic 
resin:
Copal.
Damar.
Elemi.
Gilsonite.
Glycerol ester of damar, copal, elemi, and 

sandarac.
Sandarac.
Shellac.
Utah coal resin.

(v) Rosins and rosin derivatives, with 
or without modification by polymeriza­
tion, isomerization, incidental decar­
boxylation, and/or hydrogenation, as 
follows:

(o) Rosins, refined to 
K or paler:

color grade of

Gum rosin. 
Tall oil rosin. 
Wood rosin.

(b) Rosin esters formed by reacting 
rosin (paragraph (b) (3) (v) (a) of this 
section) with:
4.4 -sec-Butylldenediphenol-epichlorohydrin

(epoxy).
Diethylene glycol.
Ethylene glycol.
Glycerol.
4,4' -Isopropylidenediphenol-epichlorohydrin

(epoxy).
Methyl alcohol.
Pentaerythritol.

(c) Rosin esters (paragraph (b) (3)
(v) (b) of this section) modified by reac­
tion with:
Maleic anhydride.
°~’ Tn~’ and p-substituted phenol-formalde­

hydes listed in paragraph (b) (3) (vi) of 
this section.

Phenol-formaldehyde.

(d) Rosin salts:
Calcium resinate (limed rosin).
Zinc resinate.

(vi) Phenolic resins as the basic 
polymer formed by reaction of phenols 
with formaldehyde:

(a) Phenolic resins formed by reaction 
of formaldehyde with:
Alkylated (methyl, ethyl, propyj, isopropyl, 

butyl) phenols. 
p-tert-Amylphenol. 
4,4'-see-Butylidenediphenol. 
p-tert-Butylphenol. 
o-, 771-, and p-Cresol. 
p-Cyclohexylphenol. 
4,4'-Isopropylidenediphenol. 
p-Nonylphenol. 
p-Octylphenol.
3-Pentadecyl phenol mixture obtained from 

cashew nut shell liquid.
Phenol.
Phenyl o-cresol. 
p-Phenylphenol.
Xylenol.

(b) Adjunct for phenolic resins: 
Aluminum butylate.

(vii) Polyester resins (including alkyd- 
type), as the basic polymers, formed as 
esters of acids listed in paragraph (b)
(3) (vii) (a) and (b) of this section by 
reaction with alcohols in paragraph (b)
(3) (vii) (c) and (d) of this section.

(a) Polybasic acids:
Adipic.
Dimerized fatty acids derived from oils listed 

in paragraph (b) (3) (i) of this section. 
Diphenollc acid.
Fumaric.
Isophthalic.
Maleic. %
Orthophthalic.
Sebaclc.
Terephthalic.
Terpene-maleic acid adduct.
Trimellitic.

(b) Monobasic acids:
Benzoic acid. 
ierf-Butyl benzoic acid.
Fatty acids derived from oils listed in para­

graph (b) (3) (i) of this section.
Rosins listed in paragraph (b) (3) (v) (a) of 

this section, for use only as reactants in 
oil-based or fatty acid-based alkyd resins.
(c) Polyhydric alcohols:

Butylene glycol.
Diethylene glycol.
2,2-Dimethyl-1,3-propanediol for use only in 

forming polyester resins for coatings in­
tended for use in contact with non-alco­
holic foods.

Ethylene glycol.
Glycerol.
Mannitol.
a-Methyl glucoside.
Pentaerythritol.
Propylene glycol.
Sorbitol.
Trimethylol ethane.
Trimethylol propane.

(d) Monohydric alcohols:
Cetyl alcohol.
Decyl alcohol.
Lauryl alcohol.
Myristyl alcohol.
Octyl alcohol.
Stearyl alcohol.

(viii) Epoxy resins, catalysts, and ad­
juncts :

(a) Epoxy resins, as the basic poly­
mer:

(Alkoxy C10-O18)-2,3-epoxypropane, in 
which the alkyl groups are even numbered 
and consist of a maximum of 1 percent C10 
carbon atoms and a minimum of 48 percent 
C13 carbon atoms and a minimum of 18 per­
cent C14 carbon atoms, for use only in coat­
ings that are Intended for contact with dry 
bulk foods at room temperature.
4,4'-sec-Butylidenediphenol-epichlorohydrin. 
4,4'-sec-Butylidenediphenol- epichlorohydrin 

reacted with one or more of the drying oils 
or fatty acids listed in paragraph (b)(3) 
(i) of this section.

4,4'-sec-Betylidenediphonel - epichlorohydrin 
chemically treated with one or more of 
the following substances:

Allyl ether of mono-, di-, or trimethylol 
phenol.

4,4'-sec-Butylidenediphenol-formaldehyde. 
4,4'-Isopropylidenediphenol-formaldehyde. 
Melamine-formaldehyde. 
Phenol-formaldehyde.
Urea-formaldehyde.

Epoxidized polybutadiene.
Glycidyl ethers formed by reacting phenol- 

novolak resins within epichlorohydrin. 
4,4'-Isopropylidenediphenol-epichlorohydrln. 
4,4' -Isopropylidenediphenol -epichlorohydrin 

reacted with one or more of the drying oils 
or fatty acids listed in paragraph (b) (3) (1) 
of this section.

4,4'-Isopropylidenediphonel - epichlorohydrin 
chemically treated with one or more of 

* the following substances:
Allyl ether of mono-, di-, or trimethyol 

phenol.
4,4'-sec-Butylidenediphenol-formaldehyde.
4,4'-Isopropylidenediphenol-formaldehyde.
Melamine-formaldehyde.
Phenol-formaldehyde.
Urea-formaldehyde.
(b) Catalysts and cross-linking agents 

for epoxy resins:
Cyanoguanidine.
Dibutyl phthalate, for use only in coatings 

for containers having a capacity of 1,000 
gallons or more when such containers are 
Intended for repeated use in contact with 
alcoholic beverages containing up to 8 per­
cent of alcohol by volume. 

Diethylenetriamine.
Dlphenylamine.
Ethylenediamine.
Isophthalyl dihydrazide for use only in coat­

ings subject to the provisions of paragraph
(c) (3) or (4) of this section. 

4,4'-Methylenedianillne, for use only in coat­
ings for containers having a capacity of
1,000 gallons or more when such contain­
ers are intended for repeated use in contact 
with alcoholic beverages containing up to 
8 percent of alcohol by volume.

JV-01eyl-l,3-propanediamine with not more 
than 10 percent by weight of diethylami- 
noethanol.

Polyamine produced when 1 mole of the 
chlorohydrin diether of polyethylene gly­
col 400 is made to react under dehydro- 
halogenating conditions with 2 moles of 
JV-octadecyltrimethylenediamlne for use 
only in coatings that are subject to the 
provisions of paragraph (c) (3) or (4) of 
this section and that contact food at tem­
peratures not to exceed room temperature. 

Salicylic acid, for use only in coatings for 
containers having a capacity of 1,000 gal­
lons or more when such containers are 
intended for repeated use in contact with 
alcoholic beverages containing up to 8 per­
cent of alcohol by volume.

Stannous 2-ethylhexanoate for use only as 
a catalyst at a level not to exceed 1 per­
cent by weight of the resin used in coat­
ings that are intended for contact with 
food under conditions of use D, E, F, and 
G described in table 2 of paragraph (d) of 
this section.
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Styrene oxide, fop use only in coatings for 
containers having a capacity of 1,000 gal­
lons or more when such containers are in­
tended for repeated use in contact with 
alcoholic beverages containing up to 8 per­
cent of alcohol by volume. 

Tetraethylenepentamine.
Tetraethylenepentamine reacted with equi­

molar quantities of fatty acids. 
Tri(dimethylaminomethyl) phenol and its 

salts prepared from the fatty acid moieties 
of the salts listed in paragraph (b) (3)
(xxii) (b) of this section, for use only in 
coatings subject to the provisions of para­
graph (c) (3) or (4) of this section. 

Triethylenetetramine.
Trimellitic anhydride for use only as a cross- 

linking agent at a level not to exceed 15 
percent by weight of the resin intended 
for use only in contact with food under 
conditions of use D, E, F, and Q described 
in table 2 of paragraph (d) of this section.
(c) Adjuncts for epoxy resins: 

Aluminum butylate.
Polyamides from dimerized vegetable oils 

and the amine catalysts listed in paragraph 
(b) (3) (viii) (b) of this section, as the basic 
polymer.
(ix) Coumarone-indene resin, as the 

basic polymer.
(x) Petroleum hydrocarbon resin 

(cyclopentadiene type), as the basic 
polymer.

(xi) Terpene resins, as the basic poly­
mer, from one or more of the following:
Dipentene.
a-Pinene.
0-Pinene.

(xii) Urea-formaldehyde, as the basic 
polymer:
Urea-formaldehyde.
Urea-formaldehyde chemically modified with 

methyl, ethyl, butyl, propyl, isopropyl, or 
isobutyl alcohol.

Urea-formaldehyde chemically modified with 
one or more of the amine catalysts listed in 
paragraph (b) (3) (xiii) (b) of this section.
(xiii) Triazine-formaldehyde resins, as 

the basic polymer:
Benzoguanamine-formaldehyde.
Melamine -formaldehyde. 
Melamine-formaldehyde chemically modified 

with one or more of the following amine 
catalysts:

Amine catalysts listed in paragraph (b) (3) 
(viii) (b) of this section. 

Dimethylamine-2-methyl-1 -propanol. 
Methylpropanolamine.
Triethanolamine.

Melamine-formaldehyde chemically modified 
with methyl, ethyl, propyl, isopropyl, butyl, 
or isobutyl alcohol.
(xiv) Modifiers (for oils and alkyds, 

including polyesters), as the basic poly­
mer:
Butyl methacrylate.
Cyclopentadiene.
Methyl, ethyl, butyl, or octyl esters of acrylic 

acid.
Methyl methacrylate.
Styrene.
Vinyl toluene.

(xv) Vinyl resinous substance, as the 
basic polymers:
Polyvinyl acetate.
Polyvinyl alcohol.
Polyvinyl butyral.
Polyvinyl chloride.
Polyvinyl formal.

Polyvinylidene chloride.
Polyvinyl pyrrolidone.
Polyvinyl stearate.
Vinyl chloride-acetate-2,3-epoxypropyl meth­

acrylate copolymers containing not more 
than 10 weight percent of total polymer 
units derived from 2,3-epoxypropyl meth­
acrylate and not more than 0.1 weight 
percent of unreacted 2,3-epoxypropyl 
methacrylate monomer for use in coat­
ings for containers.

Vinyl chloride-acetate, hydroxyl-modified 
copolymer.

Vinyl chloride-acetate, hydroxyl-modified 
copolymer, reacted with trimellitic anhy­
dride.

Vinyl chloride copolymerized with acryl­
amide and ethylene in such a manner that 
the finished copolymers have a minimum 
weight average molecular weight of 30,000 
and contain not more than 3.5 weight per­
cent of total polymer units derived from 
acrylamide; the acrylamide portion may or 
may not be subsequently partially hydro­
lyzed.

Vinyl chloride copolymerized with one or 
more of the following substances: 

Acrylonitrile.
Fumaric acid and/or its methyl, ethyl/ 

propyl, butyl, amyl, hexyl, heptyl, or 
octyl esters.

Maleic acid and/or its methyl, ethyl, 
propyl, butyl, amyl, hexyl, heptyl, or 
octyl esters.

5-Norbornene-2,3-dicarboxylic acid, mono- 
n-butyl ester; for use such that the fin­
ished vinyl chloride copolymers contain 
not more than 4 weight percent of total 
polymer units derived from this co­
monomer.

Vinyl acetate.
Vinylidene chloride.

Vinyl chloride-vinylidene chloride-2,3- 
epoxypropyl methacrylate copolymers con­
taining not more than 10 weight percent 
of total polymer units derived from 2,3- 
epoxypropyl methacrylate and not fnore 
than 0.05 weight percent of unreacted 2,3- 
epoxypropyl methacrylate monomer based 
on polymer solids for use only in coatings 
for containers intended for contact with 
foods under conditions B, C, D, E, F, Q, or 
H described in Table 2 of paragraph (d) of 
this section.
(xvi) Cellulosics, as the basic poly­

mer:
Carboxymethylcellulose.
Cellulose acetate.
Cellulose acetate-butyrate.
Cellulose acetate-propionate.
Ethylcellulose.
Ethyl hydroxyethylcellulose.
Hydroxyethylcellulose.
Hydroxy propyl methylcellulose.
Me thy Icellulose.
Nitrocellulose.

' (xvii) Styrene polymers, as the basic 
polymer:
Polystyrene.
a-Methyl styrene polymer.
Styrene copolymerized with one or more of 

the' following :
Acrylonitrile.
a-Methylstyrene.

(xviii) Polyethylene and its copoly­
mers as the basic polymer:
Ethylene-ethyl acrylate copolymer.
Ethylene-isobutyl acrylate copolymers con­

taining no more than 35 weight percent of 
total polymer units derived from isobutyl 
acrylate.

Ethylene-vinyl acetate copolymer.
Polyethylene.

(xix) Polypropylene as the basic poly­
mer:
Polypropylene.
Maleic anhydride adduct of polypropylene 

The polypropylene used in the manufac­
ture of the adduct complies with §177.1520
(c), item 1.1; and the adduct has a maxi­
mum combined maleic anhydride content 
of 0.8 percent and a minimum intrinsic 
viscosity of 0.9, determined at 135° C on 
a 0.1 percent solution of the modified 
polypropylene in decahydronaphthalene as 
determined by a method available on re­
quest from the Commissioner of Food 
and Drugs.
(xx) Acrylics and their copolymers, 

as the basic polymer:
Acrylamide with ethylacrylate and/or sty­

rene and/or methacrylic acid, subsequently 
reacted with formaldehyde and butanol. 

Acrylic acid and the following esters thereof: 
Ethyl.
Methyl.

Butyl acrylate-styrene-methacrylic acid- 
. hydroxyethyl methacrylate copolymers 

containing no more than 20 weight percent 
of total polymer units derived from meth­
acrylic acid and containing no more than
7 weight percent of total polymer units 
derived from hydroxyethyl methacrylate; 
for use only in coatings that are applied by 
electrodeposition to metal substrates.

Butyl acrylate-styrene-methacrylic acid- 
hydroxypropyl methacrylate copolymers 
containing no more than 20 weight percent 
of total polymer units derived from 
methacrylic acid and containing no more 
than 7 weight percent of total polymer 
units derived from hydroxypropyl meth­
acrylate; for use only in coatings that are 
applied by electrodeposKion to metal sub­
strates and that are intended for contact, 
under condition of use D, E, F, or G de­
scribed in table 2 of paragraph (d) of this 
section, with food containing no more than
8 percent of alcohol.

Ethyl acrylate-styrene-methacrylic acid co- 
poylmers for use only as modifiers for 
epoxy resins listed in paragraph (b) (3) 
(viii) (a) of this section.

Ethyl acrylate-methyl methacrylate-styrene- 
methacrylic acid copolymers for use only 
as modifiers for epoxy resins listed in para­
graph (b) (3) (viii) (a) of this section. 

2-Ethylhexyl acrylate-methyl methacrylate- 
acrylic acid copolymers for use only as 
modifiers for epoxy resins listed in para­
graph (b) (3) (viii) of this section. 

Methacrylic acid and the following esters 
thereof:

Butyl.
Ethyl.
Methyl.

Methacrylic acid or its ethyl and methyl 
esters copolymerized with one or more of? 
the following:

Acrylic acid.
Ethyl acrylate.
Methyl acrylate.
(xxi) Elastomers, as the basic polymer:

Butadiene-acrylonitrile copolymer. 
Butadiene-acrylonitrile-styrene copolymer. 
Butadiene-styrene copolymer.
Butyl rubber.
Chlorinated rubber.
2-Chloro-l,3-butadiene (neoprene).
Natural rubber (natural latex or natural 

latex solids, smoked or unsmoked). 
Polyisobutylene.
Rubber hydrochloride.
Styrene-isobutylene copolymer.

(xxii) Driers made by reaction of a 
metal from paragraph (b) (3) (xxii) id 
of this section with acid, to form the salt
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listed in paragraph (b) (3) (xxii) (b) of 
this section:

(a) Metals:
Aluminum.
Calcium.
Cerium.
Cobalt.
Iron.
Lithium.
Magnesium.
Manganese.
Zinc.
Zirconium.

(b) Salts:
Caprate.
Caprylate.
Isodecanoate.
Linoleate.
Naphthenate.
Neodecanoate.
Octoate

(2-ethylhexoate).
Oleate.
Palmitate.
Besinate.
Ricinoleate.
Soyate.
Stearate.
Tallate.

(xxiii) Waxes:
Paraffin, Type I.
Paraffin, Type II.
Polyethylene.
Sperm oil.
Spermaceti.

(xxiv) PlasticizePs:
Acetyl tributyl citrate.
Acetyl triethyl citrate.
Butyl phthalyl butyl glycolate.
Butyl stearate.
p-tert-Butyl phenyl salicylate.
Dibutyl sebacate.
Diethyl phthalate.
Diisobutyl adipate.
Diisooctyl phthalate.
Epoxidized soybean oil (iodine number maxi­

mum 14; oxirane oxygen content 6% mini­
mum) , as the basic polymer.

Ethyl phthalyl ethyl glycolate.
2-Ethylhexyl diphenyl phosphate. 
di-2-Ethylhexyl phthalate.
Glycerol.
Glyceryl monooleate.
Glyceryl triacetate.
Monoisopropyl citrate.
Propylene glycol.
Sorbitol.
Mono-, dl-, and tristearyl citrate.
Triethyl citrate.
Triethylene glycol.
3(2-Xenoxyl) -1,2-epoxypropane.

(xxv) Release agents, as the basic pol­
ymer, when applicable:
JVJV'-Distearoyl ethylenediamine.
Linoleic acid amide.
Oleic acid amide.
Palmitic acid amide.
Petrolatum.
Polyethylene wax.
Polyoxyethylene glycol monooleate (mol. wt. 

of the polyoxyethylene glycol moiety great­
er than 300).

Polytetrafluoroethylene.
Silicones (not less than 300 centistokes vis­

cosity) : Dimethylpolysiloxanes and/or 
methylphenylpolysiloxanes. The methyl- 
phenylpolysiloxahes contain not more than
2.0 percent by weight of cyclosiloxanes 
having up to and including 4 siloxy units. 

Silicones (not less than 100 centistokes vis­
cosity) : Dimethylpolysiloxanes and/or 
methylphenylpolysiloxanes limited to use

only on metal substrates. The methyl­
phenylpolysiloxanes contain not more than
2.0 percent by weight of cyclosiloxanes 
having up to and including 4 siloxy units.
(xxvi) Pigments and colorants:

Aluminurp.
Aluminum hydrate.
Aluminum and potassium silicate (mica). 
Aluminum mono-, di-, tristearate. 
Aluminum silicate (China clay).
Barium sulfate.
Bentonite.
Bentonite, modified with dimethyl dioctade- 

cyl ammonium ion.
Burnt umber.
Calcium carbonate.
Calcium silicate.
Calcium sulfate.
Carbon black (channel process).
Cobalt oxide-aluminum oxide.
Diatomaceous earth.
Iron oxides.
Magnesium oxide.
Magnesium silicate (talc).
Phthalocyanine blue (C.I. pigment blue 15, 

C.I. No. 74160).
Raw sienna.
Silica.
Tartrazine lake (certified FD&C Yellow No. 5 

only). ,
Titanium dioxide.
Titanium dioxide-barium sulfate.
Titanium dioxide-magnesium silicate.
Zinc carbonate.
Zinc oxide.

(xxvii) Surface lubricants:
Cottonseed oil and other edible oils.
Dibutyl sebacate.
Dioctyl sebacate.
Glyceryl monostearate.
Lanolin.
Mineral oil, white.
Palm oil.
Paraffin, Type I.
Paraffin, Type II.
Petrolatum.
Stearic acid. -

(xxviii) Silicones and their curing cat­
alysts:

(a) Silicones as the basic polymer:
Siloxane resins originating from methyl 

hydrogen polysiloxane, dimethyl polysiloxane, 
and methylphenyl polysiloxane.

(b) Curing (cross-linking) catalysts 
for silicones (the maximum amount of 
tin catalyst used shall be that required to 
effect optimum cure but shall not exceed 
1 part of tin per 100 parts of siloxane 
resins solids):
Dibutyltin dilaurate.
Stannous oleate.
Tetrabutyl titanate.

(xxix) Surface active agents:
Poly [2-(diethylamino) ethyl metharylate] 

phosphate (minimum Intrinsic viscosity in 
water at 25° C is not less than 9.0 deciliters 
per gram as determined by ASTM Method 
D 1243-60), for use only as a suspending 
agent.in the manufacture of vinyl chloride 
copolymers and limited to use at levels not 
to exceed 0.1 percent by weight of the 
copolymers.

Sodium dioctyl sulfosuccinate.
Sodium dodecyl benzenesulfonate.
Sodium lauryl sulfate.

(xxx) ' Antioxidants:
Butylated hydroxyanisole.
Butylated hydroxytoluene.
Gum guaiac.

Dilauryl thiodiproplonate. 
Nordlhydrogualaretic acid.
Propyl gallate.
Distearyl thiodiproplonate.
Thiodipropionic acid. 
2,4,5-Trihydroxybutyrophenone.

(xxxi) Can-end cements (sealing com­
pounds used for sealing can ends only): 
In addition to the substances listed in 
paragraph (b) of this section and those 
listed in § 177.1210(b) (5) of this chapter, 
the following may be used:
Butadieiie-styrene-fumaric acid copolymer. 
4,4'-Butylidenebis(6-terf-butyl-m-cresol). 
Dibenzamido phenyl disulfide.
Di-/9-naphthyl phenylenediamine. 
Dipentamethylene thiuram tetrasulfide. 
Isobutyiene-lsoprene-divinylbenzene copoly­

mers for use only at levels not to exceed 15 
percent by weight of the dry cement com­
position.

Naphthalene sulfonic acid-formaldehyde con­
densate, sodium salt, for use only at levels 
not to exceed 0.6 percent by weight of the 
cement solids in can end cements for con­
tainers having a capacity of not less than 
5 gallons.

Sodium decylbenzene sulfonate.
Sodium nitrite for use only at levels not to 

exceed 0.3 percent by weight of the cement 
solids in can end cements for containers 
having a capacity of not less than 5 
gallons.

Sodium pentachlorophenate for use as a pre­
servative at 0.1 percent by weight in can­
sealing compounds on containers having a 
capacity of 5 gallons or more.

Sodium phenylphenate.
Tetrasodlum EDTA (tetrasodium ethylene- 

diaminetetraacetate).
Tri (mixed mono- and dinonylphenyl) phos­

phite
Zinc dibutyldithiocaxbamate.

(xxxii) Side seam cements: In addi­
tion to the substances listed in paragraph
(b) (3) (i) to (xxx), inclusive, of this 
section, the following may be used
p-tert-Butyl perbenzoate as a catalyst for 

epoxy resin.
epsiZon-Caprolactam- (ethylene-ethyl acry­

late) graft polymer.
Dicumyl peroxide for use only as polymeriza­

tion catalyst.
Diisodecyl phthalate for use only as plasti­

cizer in side seam cements for containers 
intended for use in contact with food only 
of .the types Identified in paragraph (d) 
of this section, table 1, under categories I, 
II, and VI.

Ethyl toluene sulfonamide.
Polyamides derived from the following acids

and amines:
Acids:

Adipic.
Azelalc.
Sebacic.
Vegetable-oil acids (with or without di­

merization).
Amines:

Diethylenetriamine.
Diphenylamlne.
Ethylenediamine.
Hexame thy lenedi amine.
Tetraethylenepentamine.
Triethylenetetramine.

Sodium pentachlorophenate for use as a pre­
servative at 0.1 percent by weight in can- 
sealing compounds on containers having a 
capacity of 5 gallons or more.

Toluene sulfonamide formaldehyde resin 
(basic polymer).

Triethylene glycol methacrylate for use only 
as polymerization cross-linking agent in 
side seam cements for containers intended
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for oise in contact with food only of the 
types identified in paragraph (d) of this 
section, table 1, under categories I, II, 
and VI.

Urea.
(x x x i i i )  M is c e lla n e o u s  m a t e r ia ls :

Ammonium citrate.
Ammonium potassium phosphate.
Calcium acetate.
Calcium ethyl acetoacetate.
Calcium glycerophosphate.
Calcium, sodium, and potassium oleates. 
Calcium, sodium, and potassium ricinoleates. 
Calcium, sodium, and potassium stearates. 
Castor oil, hydrogenated.
Cetyl alcohol.
Cyclohexanone-formaldehyde resin produced 

when 1 mole of cyclohexanone is made to 
react with 1.65 moles of formaldehyde such 
that the finished resin has an average 
molecular weight of 600-610 as determined 
by ASTM Method D2503. For use only in 
contact with nonalcoholic and nonfatty 
foods under conditions of use E, F, and 
G, described in table 2 of paragraph (d) 
of this section.

Decyl alcohol.
Dlsodlum hydrogen phosphate.
Ethyl acetoacetate.
Lauryl alcohol.
Lecithin.
Magnesium, sodium, and potassium citrate. 
Magnesium glycerophosphate.
Magnesium stearate.
Mono-, di-, and tricalcium phosphate. 
Monodibutylamine pyrophosphate as se- 

questrant for iron.
Mono-, di-, and trimagnesium phosphate. 
Myristyl alcohol.
Octyl alcohol.
Phosphoric acid.
Polybutene, hydrogenated: complying with 

the identity and limitations prescribed by 
§ 178.3740 of this chapter.

Poly (ethylene oxide).
Sodium pyrophosphate.
Stannous chloride.
Stannous stearate.
Stannous sulfate.
Stearyl alcohol.
Tetrasodium pyrophosphate.
Tridecyl alcohol produced from tetrapropy- 

lene by the oxo process, for use only as a 
processing aid in polyvinyl chloride resins. 

Vinyl acetate-dibutyl maleate copolymers 
produced when vinyl acetate and dibutyl 
maleate are copolymerized with or without 
one of the monomers: Acrylic acid or 
glycidyl methacrylate. For use only in  
coatings for metal foil used in contact 
with foods that are dry solids with the 
surface containing no free fat or oil. The 
finished copolymers shall contain at least 
50 weight-percent of polymer units de­
rived from vinyl acetate and shall contain 
no more than 5 weight-percent of total 
polymer units derived from acrylic acid 
or glycidyl methacrylate.
(xxxiv) Polyamide resins derived from 

dimerized vegetable oil acids (contain­
ing not more than 20 percent of mon­
omer acids) and ethylenediamine, as 
the basic resin, for use only in coatings 
that contact food a t temperatures not 
to exceed room temperature.

(xxxv) Polyamide resins having a 
maximum acid value of 5 and a maxi­
mum amine value of 8.5 derived from 
dimerized vegetable oil acids (contain­
ing not more than 10 percent of mono­
mer acids), ethylenediamine, and 4,4-bis 
(4-hydroxyphenyl)pentanoic acid (in an 
amount not to exceed 10 percent by 
weight of said polyamide resins); as the 
basic resin, for use only in coatings that 
contact food at temperatures not to 
exceed room temperature provided that

the concentration of the polyamide 
resins in the finished food-contact coat­
ing does not exceed 5 milligrams per 
square inch of food-contact surface.

(xxxvi) Methacrylonitrile grafted 
polybutadiene copolymers containing no 
more than 41 weight percent of total 
polymer units derived from methacry­
lonitrile; for use only in coatings that 
are intended for contact, under condi­
tions of use D, E, F, or G described in 
Table 2 of paragraph (d) of this section, 
with food containing no more than 8 per­
cent of alcohol.

(c) The coating in the finished form 
in which it is to contact food, when ex­
tracted with the solvent nr solvents char­
acterizing the type of food, and under 
conditions of time and temperature 
characterizing the conditions of its in­
tended use as determined from Tables 1 
and 2 of paragraph (d) of this section, 
shall yield chloroform-soluble extrac­
tives, corrected for zinc extractives as 
zinc, oleate, not to exceed the following:

(1) From a coating intended for or 
employed as a component of a container 
not to exceed 1 gallon and intended for 
one-time use, not to exceed 0.5 milligram 
per square inch nor to exceed that 
amount as milligrams per square inch 
that would equal 0.005 percent of the 
water capacity of the container, in milli­
grams, divided by the area of the food- 
contact surface of the container in 
square inches. From a fabricated con­
tainer conforming with the description 
in this paragraph (c) (1), the extractives 
shall not exceed 0.5 milligram per 
square inch of food-contact surface nor 
exceed 50 parts per million of the water 
capacity of the container as determined 
by the methods provided in paragraph
(e) of this section.

(2) From a coating intended for or 
employed as a component of a container 
having a capacity in excess of 1 gallon 
and intended for one-time use, not to 
exceed 1.8 milligrams per square inch 
nor to exceed that amount as milligrams 
per square inch that would equal 0.005 
percent of the water capacity of the con­
tainer in milligrams, divided by the area 
of the food-contact surface of the con­
tainer in square inches.

(3) From a coating intended for or 
employed as a component of a container 
for repeated use, not to exceed 18 milli­
grams per square inch nor to exceed that 
amount as milligrams per square inch 
that would equal 0.005 percent of the 
water capacity of the container in milli­
grams, divided by the area of the food- 
contact surface of the container in 
square inches.

(4) From coating intended for re­
peated use, and employed other than as 
a component of a container, not to exceed 
18 milligrams per square inch of coated 
surface.

(d) Tables:
T able 1.— Types of food

I. Nonacid (pH above 5.0), aqueous products: may contain salt or sugar or both, and including oil- in-water emulsions.of low- or high-fat content.II. Acidic (pH 5.0 or below), aqueous products: may contain salt or sugajor both, and including oil- in-water emulsions of low- or high-fat content.III. Aqueous, acid or nonacid products containingfree oil or fat; may contain salt, and including water-in-oil emulsions of low or high fat conten t.IV. Dairy products and modifications:A. Water-in-oil emulsion, high or low fat.B. Oil-in-water emulsion, high or low fat.. V. Low moisture fats and oils.VI. Beverages:A. Containing alcohol.
B. Nonalcoholic.VII. Bakery,_products.VIII. Dry solids (no end test required).

Table 2.—Test procedures for determining the amount of extractives from resinous or 
polymeric coatings, using solvents simulating types of foods and beverages

Extractant
Condition of use Types of food (see table 1)

Water (time and temperature)
Heptane 1 J (time and temperatuie)

8 pd alcohol (time and temperature)

A. High temperature heat-sterilized 1(e.g., over 212° F). j

B. Boiling water sterilized....... j

C. Hot filled or pasteurized above150° F.

[I, TV-B.........
[tit, IV-A, VII....
lTI- - ~ - ........
III!, VII........ .p, iv-b ... .... .
Ill, IV-A....... .

250° F, 2 hr.....
... do.......... 212° F, 30 min...
....do.........Fill boiling, cool to 100° F.__-_do.........

150° F, 2 hr.....

120° F, 30 min___

120° F., 15 min__
1

D. Hot filled or pasteurized below 150° F.

[v..............(IT. IV-B, VI-B...TIT, IV-A.........V .............IVI-A ,

. 150° F, 2 hr........ do.......
...do.........
100° F. 30 min__.... do........ 150° F, 2 hr.

E. Boom temperature filled and stored (no thermal treatment in the container).
fT, II, IV-B, VI-B..ITT, TV-A.......V. VII......... .IVT-A

. 120° F, 24 hr........do......... 70° F, 30 min...... do...... . 120® F, 24 hr.
F. Refrigerated storage (no thermal 1 treatment in the container). \

[I, IT, HI, IV-A.IV-B, VI-B, VII. 
VT-A

70° F, 48 hr
70® F, 48 hr.

G. Frozen storage (no thermal treat­ment in the container).H. Frozen storage: Ready-preparedfoods intended to be reheated in container at time of use:1. Aqueous or oil in wateremulsion of high or low fat.2. Aqueous, high or low freeoil or fat.

I, II, m,iV-B,VII. 

1,11, IV-B

7f)° F, 24 hr

212° F, 30 min . .

III, IV-A, VII.... .... do......... 120° F, 30 min---

1 Heptane extractant not to be used on wax-lined containers.* Heptane extractivity results must be divided by a factor of five in arriving atthe extractivity for a food product.
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(e) Analytical methods—41) Selec­

tion of extractability conditions. First 
ascertain the type of food product (Ta­
ble 1, paragraph (d) of this section) that 
is being packed commercially in the test 
container and the normal conditions of 
thermal . treatment used in packaging 
the type of food involved. Using Table 2 
(paragraph (d) of this section), select 
the food-stimulating solvent or solvents 
(demineralized^ distilled waiter, heptane, 
and/or 8 percent ethyl alcohol) and 
the time-temperature exaggerations of 
the container-use conditions. Aqueous 
products (types I, II, IV-B, and VI-B) 
require only a water-extractability test 
at the temperature and time conditions 
shown for the most severe “conditions 
of use.” Aqueous products with free oil 
or fat and water-oil emulsions (types 
HI, IV-A, and VII) Will require deter­
minations of both water extractability 
and heptane extractability. Low-mois­
ture fats and oils (type V with no free 
water) require only the heptane extract- 
ability. Alcoholic beverages (type 'VT- 
A) require only the 8 percent alcohol 
extractant. Having selected the , ap­
propriate extractant or extractants sim­
ulating various types of foods and 
beverages and the time-temperature ex­
aggerations over normal use, follow the 
applicable extraction procedure. Adapt 
the procedure, when necessary, for con­
tainers having a capacity of over 1 
gallon.

(2) Selection of coated-container 
samples. For consumer-sized contain­
ers up to 1 gallon, quadruplicate samples 
of representative containers (using for 
each replicate sample the number of 
containers nearest to an area of 180 
square inches) should be selected from 
the lot to be examined.

(3) Cleaning ^procedure preliminary 
to determining the amount of extract- 
ables from coaled containers. Quadru­
plicate samples of representative con­
tainers should be selected from the lot 
to be examined and must be carefully 
rinsed to remove extraneous material 
prior to the actual extraction procedure. 
Soda fountain pressure-type hot water 
rinsing equipment, consisting in its 
simplest form of a Va -inch- V4 -inch in­
ternal diameter metal tube attached to a 
hot water line and bent so as to direct a 
stream of water upward, may be used. 
Be sure hot water has reached a tem­
perature of 190; F-2000 F before start­
ing to rinse the container. Invert the 
container over the top of the fountain 
and direct a strong stream of hot water 
against the bottom and all sides for 1 
minute, drain, and allow to dry.

(4) Exposure conditions—(i) Water 
(250° F for 2 hours'), simulating high- 
temperature heat sterilization. Fill the 
container within ^4-inch of the top with 
a measured volume of demineralized dis­
tilled water. Cover the container with 
clean aluminum foil and place the con­
tainer on a rack in a pressure cooker. 
Add a  small amount of demineralized 
distilled water to the pressure cooker, 
but do not allow the water to touch the 
bottom of the container. Close the 
cooker securely and start to heat over a

suitable burner. When a steady stream 
of steam emerges from the vent, close 
the vent and allow the pressure to rise 
to 15 pounds per square inch (250° F) 
and continue to maintain this pressure 
for 2 hours. Slowly release the pressure, 
open the pressure cooker when the 
pressure reads zero, and composite the 
water of each replicate immediately in a 
clean Pyrex flask or beaker. Proceed 
with the determination of thé amount 
of extractives by the method described 
in paragraph (e) (5) of this section.

(ii) Water {212° F for 30 minutes),' 
simulating boiling vmter sterilization. 
Fill the container within lU-inch of the 
top with a measured volume of boiling, 
demineralized distilled water. Cover the 
container with clean aluminum foil and 
place the container on a rack in a 
pressure cooker in which a small amoünt 
of demineralized distilled water is boil­
ing. Do not close the pressure vent, but 
operate at atmospheric pressure so that 
there is a continuous escape of a small 
amount of steam. Continue to heat 
for 30 minutes, then remove the test con­
tainer and composite the contents of 
each replicate immediately in a clean 
Pyrex flask or beaker. Proceed with the 
determination of the amount of ex­
tractives by the method described in 
paragraph (e) (5) of this section.

(iii) Water {from boiling to 100° F), 
simulating hot fill or pasteurization 
above 150° F. Fill the container within 
V4-inch of the top with a measured vol­
ume of boiling, demineralized distilled 
water. Insert a thermometer in the 
water and allow the uncovered container 
to stand in a room at 70° F-85° F. When 
the temperature reads 100° F, composite 
the water from each replicate immedi­
ately in a clean Pyrex flask or beaker. 
Proceed with the determination of the 
amount of extractives by the method 
described in paragraph (e) (5) of this 
section.

(iv) Water {150° F for 2 hours), 
simulating hot fill or pasteurization be­
low 150° F. Preheat demineralized dis­
tilled water to 150° F in a clean Pyrex 
flask. Fill the container within V4-inch 
of the top with a measured volume of the 
150° F water and cover with clean 
aluminum foil. Place the test container 
in an oven maintained at 150° F. 
After 2 hours, remove the test container 
from the oven and immediately com­
posite the water of each replicate in a 
clean Pyrex flask or beaker. Proceed 
with the determination of the amount 
of extractives by the method described 
in paragraph (e) (5) of this section.

(v) Water {120° F for 24 hours), sim­
ulating room temperature filling and 
storage. Preheat demineralized distilled 
water to 120° F in a clean Pyrex flask. 
Fill the container within Vi-inch of the 
top with a measured volume of the 120° 
F water and cover with clean aluminum 
foil. Place the test container in an incu­
bator or oven maintained at 120° F. 
After 24 hours, remove the test container 
from the incubator and immediately 
composite the water of each replicate in 
a clean Pyrex flask or beaker. Proceed 
with the determination of the amount of

extractives by the method described in 
paragraph (e) (5) of this section.

(vi) Water {70° F for 48 hours), simu­
lating refrigerated storage. Bring de­
mineralized distilled water to 70° F in a 
clean Pyrex flask. Fill the container 
within V4-inch of the top with a meas­
ured volume of the 70° F water, and 
cover with clean aluminum foil. Place 
the test container in a suitable room 
maintained at 70° F. After 48 hours, im­
mediately composite the water of each 
replicate in a clean Pyrex flask or beak­
er. Proceed with the determination of 
the amount of extractives by the method 
described in paragraph (e) (5) of this 
section.

(vii) Water {70° F for 24 hours), simu­
lating frozen storage. Bring demineral­
ized distilled water to 70° F in a  clean 
Pyrex flask. Fill the container within 
V4-inch of the top with a measured vol­
ume of the 70° F water and cover with 
clean aluminum foil. Place the container 
in a suitable room maintained at 70° F. 
After 24 hours, immediately composite 
the water of each replicate in a clean 
Pyrex flask or beaker. Proceed with the 
determination of the^amount of extrac­
tives by the method described in para­
graph (e) (5) of this section.

(viii) Water {212° F for 30 minutes), 
simulating frozen foods reheated in the 
container. Fill the container to within 
V4-inch of the top with a measured vol­
ume of boiling, demineralized distilled 
water. Cover the container with clean 
aluminum foil and place the container 
on a rack in a pressure cooker in which 
a small amount of demineralized distilled 
water is boiling. Do not close the pres­
sure vent, but operate at atmospheric 
pressure so that there is a continuous 
escape of a small amount of steam. Con­
tinue to heat for 30 minutes, then remove 
the test container and composite the con­
tents of each replicate immediately in a 
clean Pyrex flask or beaker. Proceed 
with the determination of the amount 
of extractives by the method described 
in paragraph (e)(5) of this section.

r(ix) Heptane {150° F for 2 hours) 
simulating high-temperature heat steri­
lization for fatty foods only. Preheat re­
distilled reagent-grade heptane (boiling 
point 208° F) carefully in a clean Pyrex 
flask on a water bath or nonsparking 
hot plate in a well-ventilated hood to 
150° F. At the same time preheat a 
pressure cooker or equivalent to 150° F 
in an incubator. This pressure cooker is 
to serve only as a container for the hep­
tane-containing test package inside the 
incubator in order to minimize the dan­
ger of explosion. Fill the test container 
within V4-inch of the top with a meas­
ured volume of the 150° F  heptane and 
cover with clean aluminum foil. Place 
the test container in the preheated pres­
sure cooker and then put the assembly 
into a 150° F  incubator. After 2 hours, 
remove the pressure cooker from the in­
cubator, open the assembly, and immedi­
ately composite the heptane of each rep­
licate in a clean Pyrex flask or beaker. 
Proceed with the determination of the 
amount of extractives by the method 
described in paragraph (e) (5) of this 
section.
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(x) Heptane (120* F for 30 minutes'), 
simulating boiling water sterilization of 
fatty foods only. Preheat redistilled re­
agent-grade heptane (boiling point 208* 
F) carefully in a clean Pyrex flask on a 
water bath or nonsparking hot plate in a 
well-ventilated hood to 120° F. At the 
same time, preheat a pressure cooker 
or equivalent to 120* F in an incubator. 
This pressure cooker is to serve only as 
a vented container for the heptane- 
containing test package inside the in­
cubator in order to minimize the danger 
of explosion. Fill the test container 
within Yi-inch of the top with a meas­
ured volume of the 120° F  heptane and 
cover with clean aluminum foil. Place 
the test container in the preheated pres­
sure cooker and then put the assembly 
into a 120* F incubator. After 30 min­
utes, remove the pressure cooker from 
the incubator, open the assembly,- and 
immediately composite the heptane of 
each replicate in a clean Pyrex flask or 
beaker. Proceed with the determination 
of the amount of extractives by the 
method described in paragraph (e) (5) 
of this section.

(xi) Heptane (120° F for 15 minutes), 
simulating hot fill or pasteurization 
above 150° F for fatty foods only. Pre­
heat redistilled reagent-grade heptane 
(boiling point 208° F) carefully in a 
clean Pyrex flask on a water bath or 
nonsparking hot plate in a well-ven,- 
tilated hood to 120° F. At the same time, 
preheat a pressure cooker or equivalent 
to 120° F in an incubator. This pressure 
cooker is to serve only as a container for 
the heptane-containing test package in­
side the incubator in order to minimize 
the danger of explosion. Fill the test 
container within }4-inch of the top with 
a measured volume of the 120° F hep­
tane and cover with clean aluminum foil. 
Place the test container in the preheated 
pressure cooker and then put the assem­
bly into a 120* F incubator. After 15 
minutes, remove the pressure cooker 
from the incubator, open the assembly, 
and immediately composite the heptane 
of each replicate in a clean Pyrex flask 
or beaker. Proceed with the determina­
tion of the amount of extractives by the 
method described in paragraph (e) (5) of 
this section.

(xii) Heptane (100’ F for 30 minutes), 
simulating hot fill or pasteurization 
below 150’ F for fatty foods only. Pre­
heat redistilled reagent-grade heptane 
(boiling point 208* F) carefully in a 
clean Pyrex flask on a water bath or 
nonsparking hot plate in a well-venti­
lated hood to 100* F. At the same time, 
preheat a pressure cooker or equivalent 
to 100* F in an incubator. This pressure 
cooker is to serve only as a container 
for the heptane-containing test package 
inside the incubator in order to minimize 
the danger of explosion. Fill the test 
container within *4-inch Of the top with 
a measured volume of the 100* F heptane 
and cover with clean aluminum foil. 
Place the test container in the preheated 
pressure cooker and then put the as­
sembly into a 100* F incubator. After 
30 minutes, remove the pressure cooker

from the incubator, open the assembly 
mid immediately composite the heptane 
of each replicate in a clean Pyrex flask 
or beaker. Proceed with the determina­
tion of the amount of extractives by the 
method described in paragraph (e) (5) of 
this section.

(xiii) Heptane (70* F for 30 minutes), 
simulating room temperature filling and 
storage of fatty foods only. Fill the test 
container within Vi-inch of the top with 
a measured volume of the 70° F heptane 
and cover with clean aluminum foil. 
Place the test container in a suitable 
room maintained at 70° F. After 30 min­
utes, composite the heptane of each 
replicate in a clean Pyrex flask or beaker. 
Proceed with the determination of the 
amount of extractives by the method 
described in paragraph (e) (5) of this 
section. -

(xiv) Heptane (120° F for 30 minutes) , 
simulating frozen fatty foods reheated in 
the container. Preheat redistilled rea­
gent-grade heptane (boiling point 208* 
F) carefully in a clean Pyrex flask on a 
water bath or hot plate in a well-venti­
lated hood to 120° F. At the same time, 
preheat a pressure cooker to 120° F in an 
incubator. This pressure cooker is to 
serve only as a container for the heptane- 
containing test package inside the incu­
bator in order to minimize the danger of 
explosion. Fill the test container within 
V4-inch of the top with a measured vol­
ume of the 120° F heptane and cover 
with clean aluminum foil. Place the test 
container in the preheated pressure 
cooker and then put the assembly into 
a 120° F incubator. After 30 minutes, 
remove the pressure cooker from the in­
cubator, open the assembly and immedi­
ately composite the heptane from each 
replicate into a clean Pyrex flask. Pro­
ceed with the determination of the 
amount of extractives by the method 
described in paragraph (e)(5) of . this 
section.

(xv) Alcohol—8 percent (150° F for 2 
hours), simulating alcoholic beverages 
hot filled or pasteurized below 150° F. 
Preheat 8 percent (by volume) ethyl al­
cohol in demineralized distilled water to 
150° F in a clean Pyrex flask. Fill the 
test container with within Vi-inch of the 
top with a measured volume of the 8 
percent alcohol. Cover the container 
with clean aluminum foil and place in an 
oven maintained at 150° F. After 2 
hours, remove the container from the 
oven and immediately composite the al­
cohol from each replicate in. a clean 
Pyrex flask. Proceed with the determi­
nation of the amount of extractives by 
the method described in paragraph
(e) (5) of this section.

(xvi) Alcohol—8 percent (120° F for 
24 hours), simulating alcoholic beverages 
room-temperature filled and stored. 
Preheat 8 percent (by volume) ethyl 
alcohol in demineralized distilled water 
to 120* F in a clean Pyrex flask.. Fill the 
test container within V4-inch of the top 
with a measured volume of the 8 percent 
alcohol, cover the container with clean 
aluminum foil and place in an oven or 
Incubator maintained a t 120* F. After

24 hours, remove the container from the 
oven or incubator and immediately com­
posite the alcohol from each replicate 
into a clean Pyrex flask. Proceed with 
the determination of the amount of 
extractives by the method described in 
paragraph (e) (5) of this section.

(xvii) Alcohol—8 percent (70° F for 
48 hours), simulating alcoholic beverages 
in refrigerated storage. Bring 8 percent 
(by volume) 'ethyl alcohol in demineral­
ized distilled water to 70* F in a clean 
Pyrex flask. Fill the test container 
within V4-inch of the top with a meas­
ured volume of the 8 percent alcohol. 
Cover the container with clean alumi­
num foil. Place the test container in a 
suitable room maintained at 70° F. After 
48 hours, immediately composite the 
alcohol from each replicate into a clean 
Pyrex flask. Proceed with the determi­
nation of the amount of extractives by 
the method described in paragraph (e)
(5) of this section.

Note: T h etests specified in paragraph (e) 
(4) (i) through (xvii) of this section are ap­
plicable to flexible packages consisting of 
coated metal Contacting food, in which case 
the closure end is doublet-folded and clamped 
with metal spring clips by which the pack­
age can be suspended.

(5) Determination of amount of ex­
tractives—(i) Total residues. Evaporate 
the food-simulating solvents from para­
graph (e) (4) (i) to (xvii), inclusive, of 
this section to about 100 milliliters in 
the Pyrex flask and transfer to a clean, 
tared platinum dish, washing the flask 
three times with the solvent used in the 
extraction procedure, and evaporate to 
a few milliliters on a nonsparking low- 
temperature hotplate. The last few milli­
liters should be evaporated in an oven 
maintained at a temperature of 212* F. 
Cool the platinum dish in a desiccator 
for 30 minutes and weigh the residue to 
the nearest 0.1 milligram (e). Calculate 
the extractives in milligrams per square 
inch and in parts per million for the par­
ticular size of container being tested 
and for the specific food-simulatinor 
solvent used.

(a) ^Water and 8-percent alcohol.

Milligrams extractives per square inch=-
s

Extractives residue= E x = ^  ̂(c)(i)
(b) Heptane:

Milligrams extractives per square inch“
............ „ (e) (a) (1000)Extractives residue ~ E x =  ^  ̂  ̂  -
Where:
£ 2:=Extractives residue in ppm for any container size.«“ Milligrams extractives per sample tested.a “Total coated area, including closure in square 

inches.c=Water capacity of container, in grams.s=Surface of coated area tested, in square inches.E=Five, the ratio of the amount of extractives re­moved from a coated container by heptane under exaggerated time-temperature test con­ditions compared to the amount extracted by a fat or oil from a container tested under exag­gerated conditions of thermal sterilization ana 
use.e7“ Chloroform-soluble extractives residue.««'“ Zinc corrected chloroform-soluble extractive 
residue. „ . _«' or ««' is substituted for c in the above equations when 

necessary.
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If when calculated by the equations in 
paragraph (e) C5) (i) (a) and <b) of this 
section, the concentration of extractives 
residue (Ex) exceeds 50 parts per million 
or the extractives in milligrams per 
square inch exceed the limitations pre­
scribed in paragraph (c) of'this section 
for the particular container size, pro­
ceed to paragraph (e) (2) (ii) of this 
section (method for determining the 
amount' of chloroform-soluble extrac­
tives residue).

(ii) Chloroform-soluble extractives 
residue. Add 50 milliliters of chloroform 
(freshly distilled reagent grade or a 
grade having an established consistent­
ly low blank) to the dried and weighed 
residue, (e), in the platinum dish, ob­
tained, in paragraph (e) (5) (i) of this 
section. Warm carefully, and filter 
through Whatman No. 41 filter paper in 
a Pyrex funnel, collecting the filtrate in a 
clean, tared platinum dish. Repeat the 
chloroform extraction, washing the filter 
paper with this second portion of chloro­
form. Add this filtrate to the original 
filtrate and evaporate the total down to 
a few milliliters on a low-temperature 
hotplate. The last few milliliters should 
be evaporated in an oven maintained at 
212° P. Cool the platinum dish in a 
desiccator for 30 minutes and weigh to - 
the nearest 0.1 milligram to get the chlo­
roform-soluble extractives residue (e'). 
This e’ is substituted for e in the equa­
tions in paragraph (e) (5) (i) (a) and
(b) of this section. If the concentration 
of extractives (Ex) still exceeds 50 parts 
per million or the extractives in milli­
grams per square inch exceed the limita­
tions prescribed in paragraph (c) of this 
section for the particular container size, 
proceed as follows to correct for zinc 
extractives (“C” enamels only): Ash the 
residue in the platinum dish by heating 
gently over a Meeker-type burner to de­
stroy organic matter and hold at red 
heat for about 1 minute. Cool in the 
air for 3 minutes, and place the platinum 
dish in the desiccator for 30 minutes and 
weigh to the nearest 0.1 milligram. An­
alyze this ash for zinc by standard As­
sociation of Official Agricultural Chem­
ists methods or equivalent. Calculate 
the zinc in the ash as zinc oleate, and 
subtract from the weight of chloroform- 
soluble extractives residue (e') to ob­
tain the zinc-corrected chloroform- 
soluble extractives residue (ee'). This 
ee' is substituted for e in the formulas in 
paragraph (e) (5) (i) (a) and (b) of this 
section. To comply with the limitations 
in paragraph (c) of this section, the 
chloroform-soluble extractives residue 
(but after correction for the zinc ex­
tractives in case of “C” enamels) must 
not exceed 50 parts per million and must 
not exceed in milligrams per square inch 
the limitations for the particular article 
as prescribed in paragraph (c) of this 
section.

(f) Equipment and reagent require­
ments—(l) Equipment.

Rinsing equipment, soda fountain pres­
sure-type hot water, consisting in simplest 
form of a % -inch-14 -inch inside diameter 
metal tube attached to a hot water line de­

livering 190° F-2000 F water and bent so as 
to direct a stream of water upward.

Pressure cooker, 21-quart capacity with 
pressure gage, safety release, and removable 
rack, 12.5 inches inside diameter x 11 inches 
inside height, 20 pounds per square inch safe 
operating pressure.

Oven, mechanical convection, range to in­
clude 120° F-212° F explosion-proof, inside 
dimensions (minimum), 19" x 19" x 19", 
constant temperature to ±2° F (water bath 
may be substituted).

Incubator, inside dimensions (m i n i m u m ) 
19" x :9" x 19" for use at 100* F=h2° F 
explosion proof (water bath may be sub­
stituted) .

Constant-temperature room or chamber 
70° F±2° F minimum inside dimensions 
19" x 19" x 19".

Hot plate, nonsparking (explosion proof), 
top 12" x 20", 2,500 watts, with temperature 
control.

Platinum dish, 100-milliliter capacity 
minimum.

All glass, Pyrex or equivalent.
(2) Reagents.

Water, all water used in extraction pro­
cedure should be freshly demineralized 
(deionized) distilled water.

Heptane, reagent grade, freshly redistilled 
before use, using only material boiling at 
208° F.

Alcohol, 8 percent (by volume), prepared 
from undenatured 95 percent ethyl alcohol 
diluted with demineralized or distilled water.

Chloroform, reagent grade, freshly redis­
tilled before use, or a grade having an estab­
lished, consistently low blank.

Filter paper, Whatman No. 41 or equivalent.
(g) In accordance with good manu­

facturing practice, finished coatings in-

L is t  of substances 
(i) Resins and polymers:

Acrylic acid polymer and its ethyl or methyl esters.
Acrylamide copolymerized with ethyl acrylate and/or styrene and/or methacrylic acid, and the copolymer subsequently reacted with formaldehyde and butanol.Butadiene- acrylonitrile copolymer_________Butadiene-acrylonitrile-styrene terpolymer....Butyl rubber.____ _______ z . . . . . . ________
N , N'-Diphenyl-p-phenylenediamine______
2-Ethylhe.xyl acrylate copolymerized with one or more of the following:Acrylonitrile_______ ....____________Itaconic acid________________  IMethacrylonitrile_______  j___Methyl acrylate______   ”Methyl methacrylate_______  ’
4,4'-Isopropylidenediphenolepiehlorohydrin" average molecular weight 900. 
Melamine-formaldehyde as the basic polymer or chemically modified with methyl alcohol. Methacrylic acid and its ethyl or methyl esters copolymerized with one or more of the follow­ing:

Acrylic acid_______ ___________...___Ethyl acrylate..... ...... .... -____Methyl acrylate......... .a-Methyl styrene polymer__________1__
a-Methylstyrene-vinyltoluene copolymer resins (molar ratio 1 o-methylstyrene to 3 viny> toluene).

Petroleum alicyclic hydrocarbon resins.

Polyamide resins, derived from dimerized vege­table oil acids (containing not more than 20% of monomer acids) and ethylenediamine, as the basic resin.
Polyamide resins having a maximum acid value of 5 and a maximum amine value of 8.5 derived from dimerized vegetable oil acids (containing not more than 10 percent of monomer acids), ethylenediamine, and 4,4-bis (4-hydroxy- phenyl) pentanoicqpcids (in an amount not to exceed 10 percent by weight of said polyamide resins); as the basic resin.

tended for repeated food-contact use 
shall be thoroughly cleansed prior to 
their first use in contact with food.

(h) Acrylonitrile copolymers identified 
in this section shall comply with the pro­
visions of § 180.22 of this chapter.
§ 175.320 Resinous and polymeric coat­

ings for polyolefin films.
Resinous and polymeric coatings may 

be safely used as the food-contact sur­
face of articles intended for use in pro­
ducing, manufacturing, packing, proc­
essing, preparing, treating, packaging, 
transporting, or holding food, in accord­
ance with the following prescribed con­
ditions :

(a) The coating is applied as a con­
tinuous film over one or both sides of a 
base film produced from one or more of 
the basic olefin polymers complying with 
§ 177.1520 of this chapter. The base poly­
olefin film may contain optional adjuvant 
substances permitted for use in polyole­
fin film by applicable regulations in Parts 
170 through 189 of this chapter.

(b) The coatings are formulated from 
optional substances which are:

(1) Substances generally recognized 
as safe for use in or on food.

(2) Substances the use of which is 
permitted under applicable regulations 
in this part, by prior sanctions, or ap­
provals.

(3) Substances identified in this sub- 
paragraph (a)(3) and subject to such, 
limitations as are provided:

L im ita tion s

For use only as a polymerization inhibitor in 2-sulfoethyl methacrylate, sodium salt.

For use only in coatings that contact food under condi­tions of use D, E, F, or G described in table 2 of § 176.170(c) of this chapter, provided that the concen­tration of a-methylstyrene-vinyltoluene copolymer resins in the finished food-contact coating does not exceed 1.0 milligram per square inch of food-contact surface.
As defined in § 176.170 of this chapter. Blended with butyl rubber for use as a component of coatings on polyolefin fabric for bulk packaging of raw fruits and vegetables and used at a level not to exceed 30 percent by weight of the total coating solids.For use only in coatings for polyolefin films that contact food at temperatures not to exceed room temperature.

For use only in coatings that contact food at tempera­tures not to exceed room temperature provided that the concentration of the polyamide resins in the finished food-contact coating does not exceed 5 milli­grams per square inch of food-contact surface.
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Substancet

<i) Resins and polymers— continued
Polyester resins formed by reaction of one or more of the following polybasic acids and monobasic acids with one or more of the following poly- hydric alcohols:Polybasic acids:Adipic____ss_______________ .__Azelaic-. ____ ___________________

Dimerized fatty acids derived from: Animal, marine or vegetable fats and oils.Tall oil____________________Fumaric______ ____ :---- ~ ---- —Isophthalic____ _ ._______________Maleic_________________________o-Phtbalic...___ -_______________Sebacic___ _____i__ ___________Terephthalic____ ______________ ..Trimellitic_____________________Monobasic acids:Fatty acids derived from:Animal, marine, or vegetable fats and oils.' Gum resin_________________...

Tall oil.;.___________________Polyhydric alcohols:1,3-Butylene eylcol________ ...______Diethylene glycol_________________2,2-Dimethyl-l, 3-propanediol.. .'______Dipropylene glycol..2__ _____, „._Ethylene glycol____________ _____,Glycerol________________________Mannitol___________________;____«-Methyl glucoside_________ ______Pentaerythritol.__________________Propylene glycol________ _________Sorbitol....._____________________Trimethylol ethane_______________ .Trimethylol propane.l_________ ___Polyethylenimine____ ,________ — ------
Polystyrene______ _____ __________ t ---Polyvinyl acetate______;________________Polyvinyl chloride____________ — ----:__Styrene copolymerized with one or more of the following:Acrylonitrile._____________ __________a-Methyl styrene__________.’_________Styrene-isobutylene copolymer________ ____Terpene resins consisting of polymers of a-pinene, /3-pinene, and/or dipentene; acid value less than 

. 5, saponification number less than 5, and color less than 4 on the Gardner scale as measured in 50 percent mineral spirits solution. 2-Sulfoethyl metacrylate, sodium salt (C.A. Registry No. 10595-80-9].

Vinyl chloride-acetate, hydroxyl-modified co­polymer or maleic acid-modified copolymer. Vinyl chloride copolymerized with one or more of the following:Acrylonitrile.,...____________________Vinyl acetate_________________ -y____Vinylidene chloride_____i_______ 1____Vinylidene chloride copolymerized with one or more of the following:Acrylic acid and its methyl, ethyl, propyl, butyl, or octyl esters.Acrylonitrile.Itaconic acid.Methacrylic acid and its methyl, ethyl, propyl, butyl, or octyl esters.Methacrylonitrile.Vinyl chloride.01) Plasticizers:Acetyl tributyl citrate...................Acetyl triethyl citrate.— .... ............—Butyl phthalyl butyl glycolate.... .... ....Butyl stearate__________ _______________Dibutyl sebacate.................. ... .Diethyl phthalate,......... .... ;________2-Ethylhexyl diphenyl phosphate__________ _Ethyl phthalyl ethyl glycolate.. ...........Glycerol monooleate. ....................Glycerol triacetate.................. ...Triethyl citrate________,_____________ _

L im ita tio n s

For use in forming polyester resins intended for use in coatings that contact food only of the type identified in § 176.170 (c) of this chapter, table JL under category VIII, and under conditions of use E, F, or G, described- in table 2 of § 176.170 (c) of this chapter.

As defined in § 178.3870 of this chapter. For use in form ing polyester resins intended for use in coatings that contact food only of the type identified in 8 176.170(c) of this chapter, table 1, under category VIII, and under conditions of use E, F, or G  described in table 2 of 5 176.170(c) of this chapter.

For use only as a primer subcoat to anchor epoxy surface coatings to the base sheet.

For use only in copolymer coatings under conditions of use E, F, and G described in table 2 of $ 176.170(e) of this chapter and limited to use at a level not to ex­ceed 1.0 percent by weight of the dry copolymer coating.

*
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Substance»

(iii) Adjuvants (release agents, waxes, and dispersants):Acetone_________ _____________ _______
Amides (unsubstituted) of fatty acids fram vegth table or animal oils.«-Butyl acetate..... __.................n-Butyl alcohol___ _____ ______________”Candelilla wax____......̂ ________ ,____ ”Carnauba wax.,..... ............. .IIIIIEthyl acetate...... ... .....______
Fatty acids from vegetable or animal oUs and their aluminum, ammonium, calcium, mag­nesium, and sodium salts.Hexane______•________ ________________Methyl ethyl ketone____ ___ ___ ______
Petroleum waxes conforming to specifications included in a regulation in Subchapter B of this chapter.
Polyvinyl alcohol, minimum viscosity of 4% aqueous solution at 20° O of 4 centipoises and percent alcoholysis of 87-100.

Sodium dioctyl sulfosuccinate________ ____
Sodium dodecylbenzenesulfonate___ _______Sodium lauryl sulfate______ _________
Sorbitan and sorbitol esters of fatty acids from vegetable or animal oils.
Spermaceti w ax.....:_________________
Tetrahydrofuran___ _________ __ ‘..........
Toluene..... .......... ................_■__ __ ___ _

Lim itations

For use only as a dispersing agent at levels not to exceed 
0% of total coating weight in coatings for polyolefin 
films provided the finished polyolefin films contact 
food only of the types identified in $ 176.170(c) of this 
chapter, table 1, under types V, vni, and IX.

1 and 2 of § 176.170(c) of this chapter, 
shall yield net chloroform-soluble extrac­
tives not to exceed 0.5 milligram per 
square inch of coated surface when tested 
by the methods described in § 176.170(d) 
of this chapter.

(e) Acrylonitrile copolymers identi­
fied in this section shall comply with the 
provisions of § 180.22 of this chapter.
§ 175.365 Vinylidene chloride copoly­

mer coatings for polycarbonate film.
Vinylidene chloride copolymer coat­

ings identified in this section and applied 
on polycarbonate film may be safely 
used as food-contact surfaces, in accord­
ance with the following prescribed 
conditions:

(a) The coating is applied as a con­
tinuous film over one or both sides of a 
base film produced from polycarbonate 
resins complying with § 177.1580 of this 
chapter.

(c) The coating in the finished form 
In which it is to contact food, when ex­
tracted with the solvent or solvents char­
acterizing the type of food, and under 
conditions of time and temperature 
characterizing the conditions of-its in­
tended use as determined from tables 1 
and 2 of § 176.170(c) of this chapter, 
shall yield net chloroform-soluble extrac­
tives not to exceed 0.5 milligram per 
square inch of coated surface.

(d) Acrylonitrile copolymers identi­
fied In this section shall comply with the 
provisions of § 180.22 of this chapter.
§ 175.350 Vinyl acetate/crotonic acid 

copolymer.
A copolymer of vinyl acetate and cro- 

tonic acid may be safely used as a coat­
ing or as a component of a coating which 
is the food-contact surface of polyolefin 
films intended for packaging food, sub­
ject to the provisions of this section.

(a) The copolymer may contain added 
optional substances to impart desired 
properties.

(b) The quantity of any optional sub­
stance does not exceed the amount rea­
sonably required to accomplish the in­
tended physical or technical effect nor 
any limitations further provided.

(c) Any optional substance that is the 
subject of a regulation in Parts 174, 175, 
176,177,178, and § 179.45 of this chapter 
conforms with any specifications in such 
regulation.

(d) Optional substances as provided 
in paragraph (a) of this section include:

(1) Substances generally recognized 
as safe in food.

(2) Substances subject to prior sanc­
tion or approval for uses with a copoly­
mer of vinyl acetate and crotonic acid 
arid used in accordance with such sanc­
tion or approval.

(3) Substances Identified in this sub- 
paragraph and subject to such limita­
tions as are provided:

L i s t  o f  su b s ta n ces  L im ita tio n s
S il ic a __________________
Japan wax___________

(e) Copolymer of vinyl acetate and 
crotonic acid used as a coating or as a

component of a coating conforming with 
the specifications of paragraph (e) (1) 
of this section are used as provided in 
paragraph (e) (2) of this section.

(1) Specifications, (i) The chloro­
form-soluble portion of .the water extrac­
tives of the coated film obtained with 
distilled water at 120° P for 24 hours 
does not exceed 0.5 milligram per square 
inch of coated surface.

(ii) The chloroform-soluble portion of 
the n-heptane extractives of the coated 
film obtained with n-heptane a t 70° P  
for 30 minutes does not exceed 0.5 milli­
gram per square inch of coated surface.

(2) Conditions of use. The copolymer 
of vinyl acetate and crotonic acid is used 
as a coating or as a component of a 
coating for polyolefin films for pack­
aging bakery products and confectionery.
§ 175.360 Vinylidene chloride copoly­

mer coatings for nylon film.
Vinylidene chloride copolymer coat­

ings identified in this section and ap­
plied on nylon film may be safely used 
as. food-contact surfaces, in accordance 
with the following prescribed conditions:

(a) The coating is applied as a con­
tinuous film over one or both sides of a 
base film produced from nylon resins 
complying with § 177.1500 of this chapter.

(b) The coatings are prepared from 
vinylidene chloride copolymers produced 
by copolymerizing vinylidene chloride 
with one or more of the monomers 
acrylic acid, acrylonitrile, ethyl acrylate, 
methacrylic acid, and methyl acrylate. 
The finished copolymers contain a t least- 
50 weight percent of polymer units de­
rived from vinylidene chloride.

(c> Optional adjuvant substances em­
ployed in the production of the coatings 
or added thereto to impart desired prop­
erties may include sodium dodecylben­
zenesulfonate,

(d) The coating in the finished form 
in which it is to contact food, when 
extracted with the solvent or solvents 
characterizing the type of food, and 
under conditions of time and tempera­
ture characterizing the conditions of its 
intended use as determined from tables

(b) The coatings are prepared from 
vinylidene chloride copolymers produced 
by copolymerizing vinylidene chloride 
with acrylonitrile, methyl acrylate, and 
acrylic acid. The finished copolymers 
contain a t least 50 weight-percent of 
polymer units derived from vinyldene 
chloride.

(c) Optional adjuvant substances em­
ployed in the production of the coatings 
or added thereto to impart desired prop­
erties may include sodium dodecylben­
zenesulfonate in addition to substances 
described in. § 174.1(d) of this chapter.

(d) The coating in the finished form 
in which it is to contact food, when ex­
tracted with the solvent or solvents char­
acterizing the type of food, and under 
the conditions of time and temperature 
characterizing the conditions of its in­
tended use as determined from tables 1 
and 2 of § 176.170(c) of this chapter, 
shall yield net chloroform-soluble ex­
tractives in each extracting solvent not 
to exceed 0.5 milligram per square inch 
of coated surface as determined by the 
methods described in § 176.170(d) of this 
chapter. In testing the finished food- 
contact articles, a separate test sample 
is to be used for each required extract­
ing solvent.

(e) Acrylonitrile copolymers identified 
in this section shall comply with the 
provisions of § 180.22 of this chapter.
§ 175.380 Xylene-formaldehyde resins 

condensed with 4,4'-isopropylidene- 
diphenol-epichlorohydrin epoxy 
resins.

The resins identified in paragraph (a) 
of this section, may be safely used as a 
food-contact coating for articles in­
tended for use in contact with food, in 
accordance with the following prescribed 
conditions.

(a) The resins are produced by the 
condensation of xylene-formaldehyde 
resin and 4,4'-isopropylidenediphenol- 
epichlorohydrin epoxy resins, to which 
may have been added certain optional 
adjuvant substances required in the 
production of the resins or added 
to impart desired physical and tech­
nical properties. The optional ad­
juvant substances may include resins
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produced by the condensation of allyl 
ether of mono-, di-f or trimethylol phenol 
and capryl alcohol and also may include 
substances identified in § 175.300(b) (3), 
with the exception of paragraph (b) (3) 
(xxxi) and (xxxii) of that section.

(b) The resins identified in paragraph
(a) of this section may be used as a food- 
contact coating for articles intended for 
contact at temperatures not to exceed 
160° F with food of types I, n ,  VI-A and 
B, and v m  described in table 1 of 
§ 176.170(c) of this chapter provided 
that the coating in the finished form in 
which it is to contact food meets the fol­
lowing extractives limitations when 
tested by the methods provided in 
§ 175.300(e):

(1) The coating when extracted with 
distilled water a t 180° F for 24 hours 
yields total extractives not to exceed 0.05 
milligram per square inch of food- 
contact surface.

(2) The coating when extracted with 
8 percent (by volume) ethyl alcohol in 
distilled water a t 160° F for 4 hours yields 
total extractives not to exceed 0.05 milli­
gram per square inch of' food-contact 
surface.

(c) The resins identified in paragraph
(a) of this section may be used as a food- 
contact coating for articles intended for 
contact at temperatures not to exceed 
room temperature with food of type VT-C 
described in table 1 of § 176.170(c) of this 
chapter provided the coating in the 
finished form in which it is to contact 
food meets - the following extractives 
limitations when tested by the methods 
provided in § 175.300(e):

(1) The coating when extracted with 
distilled water at 180° F for 24 hours 
yields total extractives not to exceed 0.05 
milligram per square inch of food-con­
tact surface.

(2) The coating when extracted with 
50 percent (by volume) ethyl alcohol in 
distilled water at 180* F for 24 hours 
yields total extractives not to exceed 0.05 
milligram per square inch.
§ 175.390 Zinc-silicon dioxide matrix 

coatings.
Zinc-silicon dioxide matrix coatings 

may be safely used as the food-contact 
surface of articles intended for use in 
producing, manufacturing, packing, 
processing, preparing, treating, packag­
ing, transporting, or holding food, sub­
ject to the provisions of this section;

(a) The coating is applied to a metal 
surface, cured, and washed with water 
to remove soluble substances.

(b) The coatings are formulated from 
optional substances which Include:

(1) Substances generally recognized 
as safe.

(2) Substances for which safe condi­
tions of use have been prescribed in 
5 175.300.

(3) Substances identified in para­
graph (c) of this section, subject to the 
limitations prescribed.

(c) The optional substances per­
mitted are as follows:-

Lists of substances Limitations
Eth y len e glyco l____________- _____________— ________________ A s a so lvent rem oved by w ater washing
Ifo n  oxide—  ----------------- --------------------------------- -----------------------— --------
L ith iu m  hydroxide ------------------------- ----------— Rem oved by w ater w ashing.
M ethyl orange_________________________________________________  611 acid -b ase in d icato r.
Potassium  dichrom ate____.— !------------------------------ Rem oved by w ater w ashing.
S ilica  gel__________________________________ ____________________  ____________________________ _______________
Sodium  s ilica te ---------------------------- -----------------  --------------------------------------------
Z in c, as p articu la te  m etal-------------- 4----------------  -------------------t ---------------------------------

(d) The coating in the finished form 
in which it is to contact food, when 
extracted with the solvent or solvents 
characterizing the type of food, and 
under the conditions of its intended use 
as shown in Tables 1 and 2 of § 175.300
(d) (using 20 percent alcohol as the sol­
vent when the type of food contains ap­
proximately 20 percent alcohol) shall 
yield total extractives not to exceed those 
prescribed in § 175.300(c) (3) ; lithium 
extractives not to exceed 0.025 milligram 
per square inch of surface; and chro­
mium extractives not to exceed 0.05 
microgram per square inch of surface.

(e) The coatings are used as food- 
contact surfaces for bulk reusable con­
tainers intended for storing, handling, 
and transporting food. "

PART 176— INDIRECT FOOD ADDITIVES: 
PAPER AND PAPERBOARD COMPONENTS

Subpart A— [Reserved]
Subpart B— Substances for Use Only as 
Components of Paper and Paperboard

Sec.
176.110 Acrylamide-acrylic acid resins. 
176.120 Alkyl ketene dimers.
176.130 Anti-offset substances.
176.150 Chelating agents used in the manu­

facture of paper and paperboard. 
176.160 Chromium (Cr HI) complex of N- 

ethyl - N-heptadecylfluoro -octane 
sulfonyl glycine.

176.170 Components of paper and paper- 
board in contact with aqueous 
and fatty foods.

176.180 Components of paper and paper- 
board in contact with dry food. 

176.200 Defoaming agents used in coatings. 
176.210 Defoaming agents used in the man­

ufacture df paper and paper- 
board.

176.230 3,5 - Dimethyl - 1,3,5,2# - tetrahy- 
dr othiadi azine -2 -thione.

176.250 Poly - 1,-4,7,10,13 - pentaaza - 15 - 
hydro xyhexadecane.

176.260 Pulp from reclaimed fiber.
176.300 Slimicides.
176.320 Sodium nitrate-urea complex. 
176.350 Tamarind seed kernel powder.

A u t h o r i t y  : Secs. 409, 701, 52 Stat. 1055— 
1056 as amended, 72 Stat. 1785—1788 as 
amended (21 U.S.C. 348, 371), unless other­
wise noted.

Subpart A— [Reserved]
Subpart B— Substances for Use Only as 
Components of Paper and Paperboard

§ 176.110 Acrylamide-acrylic acid resins.
Acrylamide-acrylic acid resins may be 

safely used as components of articles in­
tended for use in producing, manufac­
turing, packing, processing, preparing,

treating, packaging, transporting, or 
holding food, subject to the provisions of 
tills section.

(a) Acrylamide-acrylic acid resins are 
produced by the polymerization of acryl­
amide with partial hydrolysis or by the 
copolymerization of acrylamide and 
acrylic acid.

(b) The acrylamide-acrylic acid resins 
contain less than 0.2 percent residual 
monomer.

(c) The resins are used as adjuvants 
in the manufacture of paper and paper- 
board in amounts not to exceed that 
necessary to accomplish the technical 
effect and not to exceed 2 percent by 
weight of the paper or paperboard.
§ 176.120 Alkyl ketene dimers.

Alkyl ketene dimers may be safely 
used as a component of articles intended 
for use in producing, manufacturing, 
packing, processing, preparing, treating, 
packaging, transporting, or holding food, 
subject to the provisions of this section.

(a) The alkyl ketene dimers are man­
ufactured by the dehydrohalogenation 
of the acyl halides derived from the fatty 
acids of animal or vegetable fats and oils.

(b) The alkyl ketene dimers are used 
as an adjuvant in the manufacture of 
paper and paperboard under such con­
ditions that the alkyl ketene dimers and

. their hydrolysis products dialkyl ketones 
do not exceed 0.4 percent by weight of 
the paper or paperboard.

(c) The al£yl ketene dimers may be 
used in the form of an aqueous emulsion 
which may contain sodium lignosulfon- 
ate as a dispersant.
§ 176.130 Anti-offset substances.

Substances named in paragraphs (b) 
and (c) of this section may be safely 
used to prevent the transfer of inks em­
ployed in printing and decorating paper 
and paperboard used for food packaging 
in accordance with the provisions, of this
section *

(a) The substances are applied to the 
nonfood contact, printed side of the 
paper or paperboard in an amount not 
greater than that required to accom plish 
the technical effect nor greater than any 

limthotinrs where such are
provided. .

(b) Anti-offset powders are prepared 
from substances that are generally rec­
ognized as safe in food, substances for 
which prior sanctions or approvals were 
granted and which are used in accord­
ance with the specific provisions of such 
sanction or approval, and substances 
named in paragraph (c) of this section.
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(c) The substances permitted are as 
follows:

S u bstan ces L im ita tio n s
Carbon tetrachloride— -------- —  ----- -----
Methyl hydrogen polysilox-

a n e s ------------------------------------  --------------------
In d u s tr ia l s ta rc h —modified—  Complying

with
§ 178.3520 
of this 
chapter.

S tan n o u s oleate----- i ------------- -----------------
Zinc-2-ethyl hexoate«.--------- - -----------------
§ 176.150 Chelating agents used in the 

manufacture o f  paper and paper- 
board.

The substances named in paragraph
(a) of this section may be safely used in 
the manufacture of paper and paper- 
board, in accordance with the conditions 
prescribed in paragraphs (b) and (c) of 
this section:

(a) Chelating agents:
List of substances: L im ita tio n s

Ammonium  fructoheptonate___  _____
Ammonium  glucoheptonate__ _________
Disodium ethylenediamine

tetraacetate_________________  _____
Pentasodium salt of diethylenetri-

amlne pentaacetate___________  _____
Sodium fructoheptonate________  _____
Sodium glucoheptonate-------- -----  ---------
Tetrasodium ethylenediamine

tetraacetate _________________  _____
Trisodium IV-hydroxyethyl 

ethylenediamine .triacetate____  _____
(b) Any one or any combination of 

the substances named is used or in­
tended for use as chelating agents.

(c) The substances are added in an 
amount not greater than that required 
to accomplish the intended technical ef­
fect nor greater than any specific limita­
tion, where such is provided.
§ 176.160 Chromium (Cr 111) complex 

of W-ethyl-iV-heptadeeylfT uoro-octane 
sulfonyl glycine.

The chromium (Cr III) complex of 
N-ethyl-2V-heptadecylfluoro-octane sul­
fonyl glycine containing up to 20 percent 
by weight of the chromium (Cr in ) com­
plex of heptadecylfluoro-octane sulfonic 
acid may be safely used as a component 
Qf paper for packaging dry food when 
used in accordance with the following 
prescribed conditions.

(a) The food additive is used as a 
component of paper in an amount not 
to exceed 0.5 percent by weight of the 
paper.

(b) (1) The food-contact surface of the 
paper is overcoated with a polymeric or 
resinous coating at least y3-mil in thick­
ness, that meets the provision of 
§176.170; or

(2) The treated paper forms one or 
more plies of a paper in a multiwall bag 
and is separated from the food by at 
least one ply of packaging films or 
grease-resistant papers which serves as 
a functional barrier between the food 
additive and the food. Such packaging 
films or grease-resistant papers conform 
with appropriate food additive regula­
tions.

(c) The labeling of the food additive 
shall contain adequate directions for its

use to insure compliance with the re­
quirements of paragraphs (a) and (b) 
of this section.
§ 176.170 Components o f paper and 

paperboard in  contact with aqueous 
and fatty foods.

Substances identified in this section 
may be safely used as components of the 
uncoated or coated food-contact surface 
of paper and paperboard intended for use 
in producing, manufacturing, packaging, 
processing, preparing, treating, packag­
ing, transporting, or holding aqueous and 
fatty foods, subject to the provisions of 
this section. Components of paper and 
paperboard in contact with dry food of 
the type identified under type vm of 
table 1 in paragraph (c) of this section 
are subject to the provisions of § 176.180.

(a) Substances identified in para­
graph (a) (1) through (5) of this sec­
tion may be used as components of the 
food-contact surface of paper and paper- 
board. Paper and paperboard products 
shall be exempted from compliance with 
the extractives limitations prescribed in 
paragraph (c) of this section: Provided, 
That the components of the food-contact 
surface consist entirely of one or more 
of the substances identified in this para-

L i s t  o f  su b s ta n c es
Acetyl peroxide___ _____________________ 1.____Acrylamide-methaerylic acid-maleic anhydride copol­ymers containing not more than 0.2 percent of residual acrylamide monomer and having an average nitrogen content of 14.9 percent such that a 1 percent by weight aqueous solution has a minimum viscosity of 600 centi- poises at 75° F, as determined by LVG-series Brook­field viscometer (or equivalent) using a No. 2 spindle at 30 r.p.m.Acrylamide-S-methacrylyloxy ethyltrimethylammonium methyl sulfate copolymer resins containing not more that 10 molar percent of 0-methacrylyloxyethyltrI- meihylammonium methyl sulfate and containing less than 0.2%  or residual acrylamide-monomer.Acrylonitrile polymer, reaction product with ethylene­diamine, sulfate having a nitrogen content of 22.5-25.0 percent (Kjeldahl dry basis) and containing no more than 0.075 percent monomer as ethylenediamine. The finished resin in a 24 percent by weight aqueous solu­tion has a viscosity of 1,000-2,000 centipoises at 25° C as determined by LVT-series Brookfield viscometer using a No. 4 spindle at 50 r.p.m. (or by other equiv­alent method).Acrylonitrile polymer with styrene, reaction product with ethylenediamine, acetate, having a nitrogen con­tent of 7.4-S.3 percent (Kjeldahl dry basis) and contain­ing no more than 0.25 percent monomer as ethylene­diamine.

(2-Alkenyl) succinic anhydrides mixture, in which the alkenyl groups are derived from olefins which contain not less than 95 percent of Cu-Cii groups.

f«ri-Alky 1( C 8-C u) mercaptans.. ..................
Aluminum acetate______ ____________ ____ ___ _Ammonium bis(IV-ethyl-2-perfluoroalkylsulfonamido ethyl) phosphates, containing not more than 15% ammonium mono (JV-ethyl-2-perflaoroalkylsulfonamido ethyl) phosphates, where the alkyl group is more than 95% Ct and the salts have a fluorine content of 50.2% to 52.8% as determined on a solids basis.

graph: And provided further, That if the 
paper or paperboard when extracted 
under the conditions prescribed in para­
graph (c) of this section exceeds the 
limitations on extractives contained in 
paragraph (c) of this section, informa­
tion shall be available from manufactur­
ing records from which it is possible to 
determine that only substances identi­
fied in this paragraph (a) are present in 
the food-contact surface of such paper 
or paperboard.

( 1 ) Substances generally recognized as 
safe in food.

(2) Substances generally recognized 
as safe for their intended use in paper 
and paperboard products used in food 
packaging.

(3) Substances used in accordance 
with a prior sanction or approval.

(4) Substances that by regulation in 
Parts 170 through 189 of this chapter 
may be safely used without extractives 
limitations as components of the un­
coated or coated food-contact surface of 
paper and paperboard in contact with 
aqueous or fatty food, subject to the pro­
visions of such regulation.

(5) Substances identified in this sub- 
paragraph, as follows:

Lim ita tion s
For use only as polymerization catalyst.For use only as a retention aid employed prior to the sheet-forming operation in the manufacture of paper and paperboard in such an amount that the finished paper and paperboard will contain the additive at a level not in excess of 0.05 percent by weight of dry fibers In the finished paper and paperboard.

For use only as a retention aid and fiocculant employed prior to the sheet-forming operation in the manu­facture of paper and paperboard.

For use only as a size promoter and retention aid at a level not to exceed 0.5 percent by weight of the dry paper and paperboard.

1. For use only as a sizing material applied after thesheet-forming operation in the manufacture of paper and paperboard in such amount that the paper and paperboard will contain the additive at a level not in excess of 0.25 percent by weight of the dry paper and paperboard.2. For use only as a sizing material applied prior to thesheet-forming operation in the manufacture of paper and paperboard in such amount that the paper and paperboard will contain the additive at a level not in excess of 1.0 percent by weight of the dry paper and paperboard.For use only as a sizing agent employed prior to the sheet-forming operation in the manufacture of paper and paperboard and limited to use at a level not to exceed 1 percent by weight of the finished dry paper and paperboard fibers.For use only as polymerization-control agent.
For use only as an oil and water repellant at a level not to exceed 0.17 pound (0.09 pound of fluorine) per 

1,000 square feet of treated paper or paperboard of a sheet basis weight of 100 pounds or less per 3,000 square feet of paper or paperboard, and at a level not to exceed 0.5 pound (0.26 pound of fluorine) per 1,000 square feet of treated paper or paperboard having a sheet basis weight greater than 100 lb. per 3,000 square feet as determined by analysis for total fluorine in the treated paper or paperboard without correction for any fluorine that might be present in the untreated paper or paperboard, when such paper or paperboard is used as follows:1. In contact, under conditions of use C, D, E, F,G, or H  described in table 2 of paragraph (c) of this section, with nonalcoholic food.2. In contact with bakery products of type VII,VIII, and IX described in table I of paragraph (c) of this section under good manufacturing practices of commercial and institutional baking.
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L i s t  o f  s u b t ta n c e »  L im i t a t io n »
Ammonium persulfide_________________________  __________ — --------------Ammonium thiosulfate.._______________________  _________________________— -Azo-bisisobutyronitrile._________________________Benzoyl peroxide__ _______ .'__________■N,.N-Bis(2-hydroxyethyl)alkyl (C i*-C u) amide.

Bis(methoxymethyl)tetraMs[(octadecyloxy)-methyl] met online resins having a 5.8-6.5 percent nitrogen content.

ferf-Butyl hydroperoxide.
t a t-Butyl peroxide....Calcium isostearate.___

Carrageenan and salts of carrageenan as described in §§ 172.620 and 172.626 of this chapter.Castor oil, hydrogenated Castor oil, sulfated, ammonium, potassium, or sodium salt.Cellulose, regeneratedChloracetamide_____Cobaltous acetate__...Cumene hydroperoxide.Cyanoguanidine_____

»-Decyl alcohol

Dialdehyde guar gum

Dialdehyde locust bean gum------------DiaUylchethylammonium chloride polymer with acrylamide and diallyldimethylammonium chloride, produced by copolymerizing acrylamide, diallyldiethylammonium chloride and diallyldimethylammonium chloride in a weight ratio of50-2.5-47.5, respectively, so that the finished resin in a 1 percent by weight aqueous solution has a mini­m u m  viscosity of 22 centipoises at 22° C, as determined by LVF-series Brookfield viscometer using a No. 1 spindle at 60 r.p.m. (or by other equivalent method).Diallyldiethylammonium chloride polymer with acryl­amide, potassium acrylate, and diallyldimethylammoni­um chloride. The polymer is produced by copolymerizing either: (1) acrylamide, diallyldiethylammonium chloride, and diallyldimethylammonium chloride in a weight ratio of 50-2.5-47A, respectively, with 4.4 percent of the acryl­amide subsequently hydrolyzed to potassium acrylate, or (2) acrylamide, potassium acrylate (as acrylic acid), diallyldiethylammonium chloride, and diallyldimethyl­ammonium chloride in a weight ratio of 47.8-2.2-2.5-47A, so that the finished resin in a 1 percent by weight aqueous solution has a minimum viscosity of 22 centipoises at 22° C, as determined by LVF-series Brookfield vicometer using a No. 1 spindle at 60 r.p.m. (or by other equivalent method).Diallyldimethylammonium chloride polymer with acryla­mide, reaction product with glyoxal, produced by copoly­merizing not less than 90 weight percent of acrylamide and not more than 10 weight percent of diallyldimethylam- 
m n n in m  chloride, which is then cross-linked with not more than 30 weight percent of glyoxal, such that a 10 percent aqueous solution has a minimum viscosity of 25 centi­poises at 25° C as determined by Brookfield viscometer Model RVF, using a No. 1 spindle at 100 r.p.m.2A-Di-terf-butyl hydroquinone........ ........ ...

Diethanolamine

Diethanolamine salts of mono- and bis ( IH ,1 H ,2 H ,2 H -  perfluoroalkyl) phosphates where the alkyl group is even-numbered in the range C î*-Cib an<Tthe salts have a fluorine content of 52.4% to 54.4% as determined on a 
solids basis.

Diethylenetriamine-- -------------- -NjiV-Diisopropanolamide of tallow fatty acids.

Dimethylamine-epichlorohydrin copolymer in which not more than 6 mole-percent of dimethylamine may be replaced by an equimolar amount of ethylenediamine and in which the ratio of total amine to epichlorohydrin does not exceed 1:1. The nitrogen content of the copoly­mer shall be 9.4 to 10.8 weight percent on a dry basis and a 10 percent by weight aqueous solution of the final product has a minimum viscosity of 5.0 centipoises at 25° C, as determined by LVT-series Brookfield viscom­eter using a No. 1 spindle at 60 r.p.m. (or by other 
equivalent method).

For use only as polymerization catalyst.
D aFor use only as an adjuvant to control pulp absorbency and pitch content in the manufacture of paper and paperboard prior to the sheet forming operation.For use only under the following conditions:1. As a water repellant employed prior to the sheet­forming operation in the manufacture of paper and paperboard in such amount that the finished paper and paperboard will contain the additive at a level not in excess of 1.6 percent by weight of the finished dry paper and paper- board fibers. .2. The finished paper and paperboard will be usedin contact with nonalcoholic foods only.For use only as polymerization catalyst.Do.For use only with n-decyl alcohol as a stabilizing mate­rial for aqueous calcium stearate dispersions intended for use as components of coatings for paper and paper- board.

For use only as polymerization-control agent.For use only as polymerization catalyst.Do.For use only:1. As a modifier for amino resins.2. As a fluidizing agent in starch and protein coat­ings for paper and paperboard.For use only with calcium isostearate as a stabilizing material for aqueous calcium stearate dispersions in­tended for use as components of coatings for paper and paperboard.For use only as a wet-strength agent employed prior to the sheet-forming operation in the manufacture of paper and paperboard and used at a level not to exceed 
1%  by weight of the finished dry paper and paper- board fibers.Do.For use only as a retention aid employed prior to the sheet-forming operation in the manufacture of paper and paperboard and limited to use at a level not to exceed 0.05 percent by weight of the finished paper and paperboard.

For use only as a retention aid employed prior to the sheet-forming operation in the manufacture of paper and paperboard and limited to use at a level not to exceed 0.05 percent by weight of the finished paper and paperboard.

For use only as a dry and wet strength agent employed prior to the sheet-forming operation in the manufacture of paper and paperboard in such an amount that the finished paper and paperboard will contain the addi­tive at a level not in excess of 2 percent by weight of the dry fibers hi the finished paper and paperboard.

For use only as an antioxidant for fatty based coating adjuvants provided it is used at a level not to exceed 0.005% by weight of coating solids.For use only as an adjuvant to control pulp absorbency and pitch content in the manufacture of paper and paperboard prior to the sheet-forming operation.For use only as an oil and water repellant at a level not ' to exceed 0.17 pound (0.09 pound of fluorine) per 1,000 square feet of treated paper or paperboard, as deter­mined by analysis for total fluorine in the treated paper or paperboard without correction for any fluorine which might be present in the untreated paper or paperboard, when such paper or paperboard is used in contact with nonalcoholic foods under the conditions of use described in paragraph (c) of this section, table 2, conditions of use (B) through (H). For use only as a modifier for amino resins.For use only as an adjuvant to control pulp absorbency and pitch content in the manufacture of paper and paperboard prior to the sheet forming operation.For use only as a retention aid employed before the sheet-forming operation in the manufacture of paper and paperboard and limited to use at a level not to exceed 1 percent by weight of the finished paper and paperboard.
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,N-{(DimethylamIno)methyl]-acrylamide polymer with acrylamide and styrene having a nitrogen content of not more than 16.9 percent and a residual acrylamide mono­mer content of not more than 0.2 percent on a dry basis.
■WJV'-Dioleoylethylenediamine. ... ........ ... _ _Diphenylamine__________________ ___ ____ ____

Dipropylene glycol__________IVN'-Distearoylethylenediamine, «-Dodecylguanidine acetate___

«-Dodecylguanidine hydrochloride.

Fatty acids derived from animal and vegetable fats and oils and salts of such acids, single or mixed, as follows:Aluminum.Ammonium.Calcium.Magnesium., Potassium.Sodium.Zinc.Ferric chloride_______________________________Ferrous ammonium sulfate_________________ _Fish oil, hydrogenated_________________ ;________Fi«h oil, hydrogenated, potassium salt_____________Furcelleran and salts of furcelleran as de cribed in §§ 172.655 and 172.660 of this chapter.Glyceryl lactostearate...___________ _____________Glyceryl mono-12-hydroxy-stearate________________Glyceryl monoricinoleate_________________ 1_____Guar gum modified by treatment with /3-diethylamino- ethyl chloride hydrochloride. •
Guar gum modified by treatment with not more than 7.6 weight percent of 2,3-epoxypropyltrimethylammonium chloride such that the finished product has a maximum chlorine content of 4.5 percent, a maximum nitrogen4 content of 3.0 percent, and a minimum viscosity in 

1-percent-by-weight aqueous solution of 1,000 centi- poises at 77° F, as determined by RV-series Brookfield viscometer (or equivalent) using a No. 3 spindle at 
20 r.p.m.Hexamethylenetetramine____________ ___________

Hydroquinone and the monomethyl or monoethyl ethers of hydroquinone.Hydroxypropyl guar gum having a minimum viscosity of 5,000 centipoises at 25° C. as determined by RV-series Brookfield viscometer using a No. 4 spindle at 20 r.p.m. (or other suitable method) and using a test sample pre­pared by dissolving 5 grams of moisture-free hydrox­ypropyl guar gum in 495 milliliters of a 70 percent by weight aqueous propylene glycol solution.Isopropyl m- and p-cresols (thymol derived)_________

Isopropyl peroxydicarbonate_____________________Japan wax__ _______ :_______________________Lanolin___:r__ ________ ______ _!____________Lauryl peroxide________________'______;______Lauryl sulfate salts:Ammonium.Magnesium.Potassium.Sodium.Lecithin, hydroxylated_________________________Lignin sulfonate and its caleium, potassium, and sodium salts.Methyl naphthalene sulfonic acid-formaldehyde con­densate, sodium salt.
Mineral oil, white______________________ i______Monoglyceride citrate__________________________Mustardseed oil, sulfated, ammonium, potassium, or sodium salt.

For use only as a dry-strength agent employed prior t° the sheet-forming operation in the manufacture o* paper and paperboard and used at a level not to exceed 
1 percent by weight of finished dry* paper or paper- board fibers.

For use only as an antioxidant for fatty based coating adjuvants provided it is used at a level not to exceed 0.005% by weight of coating solids.

For use only as an antimicrobial agent in paper and paperboard under the following conditions:1. For contact only with nonalcoholic food having apH above 5 and provided it is used at a level not to exceed 0.4 percent by weight of the paper and paperboard.2. For use in the outer ply of multi wall paper bagsfor contact with dry food of Type VIII described in Table I of paragraph (c) of this section and provided it is used at a level of 0.8 percent by weight of the paper.For use only as an antimicrobial agent in paper and paperboard under the following conditions:1. For contact only with nonalcoholic food having apH above 5 and provided it is used at a level not to exceed 0.4 percent by weight of the paper and paperboard.2. For use in the outer ply of multiwall paper bagsfor contact with dry food of Type VIII described in Table I of paragraph (c) of this section and provided it is used at a level of 0.8 percent by weight of the paper.

For use only as a retention aid and/or drainago aid employed prior to the sheet-forming operation in the manufacture of paper and paperboard.For use only as a retention aid and/or internal size employed prior to the sheet-forming operation in the manufacture of paper and paperboard, and limited to use at a level not to exceed 0.15 percent by weight of the finished dry paper and paperboard fibers.

F^r use only as polymerization cross-linking agent for protein, including casein.For use only as an inhibtor for monomers.
For use only as a dry strength and formation aid agent employed prior to the sheet-forming operation in the manufacture of paper and paperboard and used at a level not to exceed 1.5 percent by weight of finished dry paper or paperboard fibers.

For use only as an antoxidant for fatty based coating adjuvants provided it is used as a level not to exceed 0.005% by weight of coating solids.For use only as polymerization catalyst.

For use only as polymerization catalyst.

For use only as an adjuvant to control pulp absorbency and pitch content in the manufacture of paper and paperboard prior to- the sheet-forming operation.

Naphthalene sulfonic acid-formaldehyde condensate, sodium salt.
Nitrocellulose, 10.9-12.2% nitrogen_______ __l______Oleic acid, sulfated, ammonium, potassium, or sodium salt.JV-Oleoyl-iV'-stearoylethylenedlamine______________Oxystearin_______ ___________________________Paraformaldehyde____________________________Petrolatum___ ________________ ___ _________

For use only as an adjuvant to control pulp absorbency and pitch content in the manufacture of paper and paperboard prior to the sheet-forming operation.

For use only as setting agent for protein. Complying with § 178.3700 of this chapter.
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Petroleum asphalt, steam and vacuum refined to meet the F or use only as a component of intwnal sizing of paper following specifications: Softening point 1909 F— 200 F, and paperboard intended for use in contact only with¿  determined by ASTM Method D-36; penetration at raw fruits, raw vegetables, and dry food of the type77° F not to exceed 0.3 mm., as determined by ASTM identified under type VIII of table 1 m  Paragraph (c) Method D-5: and maximum weight loss not to exceed 3% of this section, and provided that the asphalt is .use® when distilled to 700° F, nor to exceed an additional at a level not to exceed 5% by weight of the finished1.1% when further distilled between 700° F and thermal dry paper and paperboard fibers.
waxnsynthetic .....— ______  Complying with § 178.3720 of tins chapter.PhenSztae .............-____ For.use only as antioxidant in dry rosin size.Phenvl aoid DhosDhate __________ For use only as polymerization catalyst m  melamine-Pfienyl acid pnosp a t .........  formaldehyde modified alkyd coatings and limited to

use at a level not to exceed 2%  by weight of the coating 
solids. . . ' . .' .Pfionvi-«-nanht hvlamine _______ For use only as antioxidant in dry rosm size and limitedPhenyl-fJ-naphtfiyiamme------ ------ t0 use at * level not t0 exceed 0.4% by weight of the
dry rosin size.

PhosDhoric acid esters and polyesters (and their sodium For use as an adjuvant prior to the sheet forming opera- 
salts) of triethanolamine formed by the reaction of tion to control pitch and scale fonnationm the manu- 
triethanolamiiie with polyphosphoric acid to produce a facture of paper and paperboard intended^for use m 
mixture of esters having an average nitrogen content of contact with food only
r>erPe n Æ p O d)an aY6rage phoSphorUS « * * * ,  °f 32 fn.vil^and^l^nd usedat ïïeyelnotto Ïc’eld percent vas r w .  0.075 percent by weight of dry paper or paperboard

fibers.
Polvracrylamide-acrylic æid-JV-(dunethyl-aminomethyl) For use only as a drainage aid and retention aid em- 

atfr^amidel produced by reacting 2.40 to 3.12 parts by ployed prior to the sheet-forming operation in the 
weight of polyacrylamide with 1.55 parts dimethylamine manufacture of paper and paperboard for use m con-
and 1 Dart formaldehyde, and containing no more than tact with fatty foods under conditions of use described

*  P ™ a p h  (c) of this section, table 2, conditions 
of use, E, i , and u .

Polv f2-aminoethyl acrylate nitrate-co-2-hydroxypropyl For use only as a retention and drainage aid employed acrylate) produced when one mole of hydroxypropyl prior to the sheet-formmg operation in t^ manufecture■ acrylate and three moles of acrylic acid are reacted with of paper and paperboard at a level not to exceed 0.2three moles of ethylenimine and three moles of nitric percent by weight of dry paper or paperboard fiber,
acid, such that a 35 percent by weight aqueous solution has a m in im u m  viscosity of 150 centipoises at 72 F. as -determined by RVF-series Brookfield viscometer (or equivalent) using a No. 2 spindlè at 20 r.p.m. ■Polyacrolein (1 part) -sodium bisulfite (0.7 part) adduct, containing excess bisulfite (ratio of excess bisulfite to 
adduct not to exceed 1.5 to l).

P o ly a m id e -e p ic h lo rb h y d rin  m o d if ie d  re s in  p ro d u c e d  b y  
re a c t in g  a d ip ic  a c id  w i th  d ie th y le n e  t r i a m in e  to  p r o d u c e  
a  b a s ic  p o ly a m id e  w h ic h  is  m o d if ie d  b y  re a c t io n  w i th  
fo rm ic  a c id  a n d  fo rm a ld e h y d e  a n d  fu r th e r  re a c te d  w i th  
e p ic h lo ro h y d r in  i n  t h e  p re se n c e  of a m m o n iu m  h y ­
d ro x id e  t o  fo rm  a  w a te r- s o lu b le  c a t io n ic  r e s in  h a v in g  a  
n i tro g e n  c o n te n t  o f 13-16 p e rc e n t  (K je ld a h l,  d r y  b a s is )  
s u c h  t h a t  a  35 p e rc e n t  b y  w e ig h t  a q u e o u s  s o lu t io n  h a s  
a  m in im u m  v isc o s i ty  o f 75 c e n tip o ise s  a t  25 C, a s  d e ­
te r m in e d  b y  B ro o k fie ld  v isc o s im e te r  u s in g  a  N o . 1 
s p in d le  a t  12 r .p .m .  , , ,  ,, ;.

P o ly a m id e -e p ic b lo ro liy d r in  w a te r-so lu b le  _ th e n n o s e t t in g  
re s in s  p re p a re d  b y  re a c t in g  a d ip ic  a c id , i s o p h tlm lic  
a c id , i ta e o n ic  a c id  o r  d im e th y l  g lu ta r a te  w i th  d ie th y l-  
e n e tr ia m in e  to  fo rm  a  b a s ic  p o ly a m id e  a n d  fu r th e r  
re a c t in g  th e  p o ly a m id e  w i th  o n e  o f  th e  fo llow ing:

E p ic h lo ro h y d rin .
E p ic h lo r o h y d r in  a n d  a m m o n ia  m ix tu re .Epichlorohydrin and sodium hydrosulfite mixture.Polyamide-epichlorohydrin water-soluble thermosetting resins prepared by reacting adipic acid with diethylene- triamine to form a basic polyamide and further reacting the polyamide with an epichlorohydrin and dimethyla­mine mixture such that the finished resins have a nitro­gen content of 17.0-18.0 percent on a dry basis, and a viscosity in 30 percent-hy-weight aqueous solution of 350-800 centipoises at 20d €, as determined by a Brook­field viscometer using a No. 3 spindle at 30 r.p.m. (or 

equivalent method).

Polyamine-epichlorohydrin resin produced by the reac­tion of bis(hexamethylene) triamme and higher homo- logues with epichlorohydrin such that the finished resin has a nitrogen content of 7.4-8.9 percent and chlorine content of 18-21 percent on a dry basis, and a minimum viscosity in 20 percent by weight aqueous solution of 30 centipoises at 25° C, as determined by Brookfield H A T  model viscometer using a No. 1H  spindle at 50 r.p.m. 
(or equivalent method). ^Polyamine-epichlorohydrin resin produced by the reac­tion of iV,lV-dimetbyl-l ,3-propanediamine with epi­chlorohydrin and further reacted with sulranc acid, Chemical Abstracts Service Registry Number [27029- 41-0] such that the finished resin has a maximum nitro­gen content of 14.4 percent (dry basis) and a minimum viscosity in 30 percent by weight aqueous solution (rfi 4-6) of 50 centipoises at 25° C, as determined by Brook­field X V T  model viscometer, using a No. 1 spindle at
1 2 r .p .m .  (o r  e q u iv a le n t  m e t h o d ) . 'Polyamine-epichlorohydrin water soluble thermosetting resin prepared by reacting iiexamethylenediaminewith 
1 ,2-dichloroethane to form a prepolymer and nut her reacting this prepolymer with epichlorohydrin Such that that finished resin has a nitrogen content of S.2-5.5 per­-cent and a chlorine content of 32.7-34.4 percent, on a dry basis, and a minimum viscosity, in 25 percent by weight aqueous solution, ol 50 centipoises at 25 C, as deter­mined on a Brookfield H A T  model viscometer using a No. 1H  spindle at 50 r.p.m. (or equivalent method).

For use only as an agent in modifying starches and starch gums used in the production of paper and paperboard and limited to use at a level not to exceed 0.09 mg/in1 of the finished paper and paperboard.For use only as a retention aid and flocculant employed prior to the sheet-forming operation in the manu­facture of paper and paperboard and used at a level not to exceed 0.2 percent dry resin by weight offinished dry paper or paperboard fibers.

For use only in the manufacture of paper and paper- board under conditions such that the resins do not exceed 1.5 percent by weight of the paper or paper- 
board.

For use only under the following conditions:1. As a retention aid employed prior to the sheet­forming operation in the manufacture of paper and paperboard and limited- to use at a level not to exceed 0.12 percent by weight of the dry paper or paperboard.2. The finished paper or paperboard will be used incontact with food only of the types identified in paragraph (c) of this section, Table 1, under types I and IVB and under conditions of use described in paragraph (c) of this section, Table 2, conditions of use (F) and (Q).For use only as a wet-strength agent and/or retention aid employed prior to the sheet-forming operation in the manufacture of paper and paperboard, and used at a level not to exceed 1 percent Dy weight of dry paper and paperboard fibers.

For use only as a clarifier in the treatment of influent water to be used in the manufacture of paper and paperboard, and used at a level not to exceed 20 parts per million of the influent water.

For use only as a wet-strength agent and/or retention aid employed prior to the sheet-forming operation in the manufacture of paper and paperboard, and used at a level not to exceed 1 percent by weight of dTy paper and 
paperboard fibers.
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Polyamine-epichlorohydrin -water soluble thermosetting resin prepared by reacting hexamethylenediamine with 1,2-dichloroethane to form a prepolymer and further reacting this prepolymer with epichlorohydrin. This resin is then reacted with nitrilotris (methylene- phosphonic acid), peutasodium salt, such that the finished resin has a nitrogen content of 5.0-5.3 percent; a chlorine content of 29.7-31.3 percent; and a phosphorus content of 2.0-2.2 percent, on a dry basis, and a mini­m u m  viscosity, in 25 percent by weight aqueous solu­tion, of 50 centipoises at 25°C., as determined on a Brookfield H A T  model viscometer using a No. 1H spindle at 50 r.p.m> (or equivalent method).Polyamine resin produced by the reaction of 1,2-dichloro­ethane with bis (hexamethylene) triamine and higher homologues such that the finished resin has a nitrogen content of 13.0-15.0 percent on a dry basis, and a mini­m u m  viscosity in 25-percent-by-weight aqueous solution of 75 centipoises at 25° C., as determined by Brookfield H A T  model viscometer using a No. 1 spindle at 50 r.p.m. (or equivalent method).Polyaminoamide-epichlorohydrin modified resin pro­duced by reacting adipic acid with diethylenetriamine to produce a polyamide which is modified by reaction with diethylaminopropylamine and further reacted with dichloroethyl ether to form a polyamide inter­mediate. This polyamide intermediate is then reacted with epichlorohydrin such that the finished resins have a nitrogen content of 10.9-12.4 percent (Kjeldahl, dry basis) and a minimum viscosity in 40 percent-by-weight aqueous solution of 250 centipoises at 22° C, as deter­mined by a Brookfield Model LVT viscometer using a No. 2 spindle at 30 r.p.m. (or equivalent method).Polybtttene, hydrogenated; complying with the identity prescribed under § 178.3740(b) of this chapter.Poly (1,2-dimethyl-5-vinylpyridinium methyl sulfate) having a nitrogen content of 5.7 to 7.3 percent and a sulfur content of 11.7 to 13.3 percent by weight on a dry basis and having a minimum viscosity in 30-percent- by-weight aqueous solution of 2,000 centipoises at 25° C, as determined by LV-series Brookfield viscometer (or equivalent) using a No. 4 spindle at 60 r.p.m.Polyethylene, oxidized; complying with the identity prescribed in § 177.1620(a) of this chapter.

Polyethyleneamine mixture produced when 1 mole of ethylene dichloride, 1.05 moles of ammonia, and 2 moles of sodium hydroxide are made to react so that a 10 percent aqueous solution has a minimum viscosity of 40 centipoises at 77° F, as determined by Brookfield viscosimeter using a No. 1 spindle at 60 r.p.m.Polyethylene glycol (200) dilaurate.............

Polyethylene glycol (400) dioleate................. .Polyethylene glycol (400) esters of coconut oil fatty acids.Polyethylene glycol (600) esters of tall oil fatty acids___Polyethylene glycol (400) monolaurate_______ ______Polyethylene glycol (600) monolaurate...............Polyethylene glycol (400) monooleate___ ___ ;__ ____Polyethylene glycol (600) monooleate........ ......Polyethylene glycol (400) monostearate__ ___________Polyethylene glycol (600) monostearate.... ........ .Polyethylene glycol (3,000) monostearate...._____ .....Polyethylenimine, produced by the polymerization of ethylenimine.

Polymethacrylic acid, sodium salt, having a viscosity in 30-percent-by-weight aqueous solution of 125-325 centi­poises at 25° C as determined by LV-series Brookfield viscometer (or equivalent) using a No. 2 spindle at 60 r.p.m.Polymethacrylic acid, sodium salt, having a viscosity in 40-percent-by-weight aqueous solution of 400-700 centi­poises at 25° C, as determined by LV-series Brookfield viscometer (or equivalent) using a No. 2 spindle at 30 r.p.m.
Poly[(methylimino) (2-hydroxy trimethylene) hydro­chloride] produced by reaction of 1:1 molar ratio of methylamine and epichlorohydrin so that a 31 percent aqueous solution at £5° C has a Stokes viscosity range of 2.5-4.0 as determined by AS T M  Method I) 1545-63.Poly [oxyethylene (dimethyliminio) ethylene (dimethyl- iminio) ethylene dichloride] produced by reacting equimolar quantities of N , N , N ', N'-tetramethylethyl- enediamine and dichloroethyl ether to yield a solution of the solid ploymer in distilled water at 25° C with a reduced viscosity of not less than 0.15 deciliter per gram as determined by ASTM Method D  1243-66. The follow­ing formula is used for determining reduced viscosity.

Reduced viscosity in terms of decilit ers per gram=----,
U X Cwhere:f=Solution efflux time, to=Water efflux time.C= Concentration of solution in terms of grams per deciliter.Polypropylene glycol (minimum molecular weight 1,000)..Potassium persulfate.... ....... __.. ..!__ ___. . . .Propylene glycol alginate....... .1...............

For use only as a wet-strength agent and/or retention aid employed prior to the sheet-forming operation in the manufacture of paper and paperboard, and used at a level not to exceed 1 percent by weight of dry paper and paperboard fibers.

For use only as a retention aid and/or flocculent em­ployed prior to the sheet-forming operation in the manufacture of paper and paperboard and used at a level not to exceed 0.1 percent by weight of dry paper or paperboard fibers.

For use only as a wet-strength agent and/or retention aid employed prior to the sheet-forming operation in the manufacture of paper and paperboard, and used at a level not to exceed 0.5 percent by weight of the finished dry paper and paperboard.

For use only as provided hi $§ 175.300, 178.3740 and 178.3860 of this chapter. .For use only as an adjuvant employed in the manu­facture of paper and paperboard prior to the sheet- forming operation.

For use only as component of coatings that contact food only of the type identified under type VH-B of table 1 in paragraph (c) of this section, and limited to use at a level not to exceed 50 perceent by weight of the coating solids.For use only as a retention aid employed prior to the sheet-forming operation in the manufacture of paper and paperboard.

For use only as an adjuvant employed in the manu­facture of paper and paperboard prior to the sheet- forming operation.

For use only as an adjuvant employed, prior to sheet formation in paper-making systems operated at a pH of 4.5 or higher, and limited to use at a level not to exceed 5% by weight of finished dry paper or paper- board fibers.For use only as a coating adjuvant for controlling vis­cosity when used at a level hot to exceed 0.3% by weight of coating solids.

For use only as a coating adjuvant for controlling vis­cosity when used at a level not to exceed 0.1%  by weight of coating solids.

For use only as a retention aid employed prior to the sheet-forming operation in such an amount that finished paper and paperboard will contain the addi­tive at a level not in exceess of 1 percent by weight of the dry paper and paperboard.For use only to improve dry-strength of paper and paper- board and as a retention and drainage aid employed prior to the sheet-forming operation in the manufacture of paper and paperboard and limited to use at a level not to exceed 0.1 percent by weight of the finished dry paper and paperboard fibers.
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Protein hydrolysate from animal hides or soybean protein condensed with oleic and/or stearic acid.Rapeseed oil, sulfated ammonium, potassium, or sodium 
salt. . ..Ricebran oil, sulfated ammonium, potassium, or sodium >

and rosin derivatives - ... -.... ...  As provided in § 178.3870 of this chapter.R^^cJ^xvmrthylS'g^'having a viscosity of For use only as a dry-strength and fcrmation-aid agent 
2 700-3 300 centipoises at 25° C after. 24 hours as de- employed prior to the sheet-fomung operation m  theTiV-sftriGs Brookfield viscometer (or manufacture of paper^and paperhoard end used at ae“ ent) usir5l No.1 sptadleat 20 r p“ d using level not to exc£d l%by weight of finished dry paper 
a test sample prepared by dissolving 8 grams of sodium or paperboard fibers, carboxymethyl guar gum in 392 milliliters of 0.2 percent by weight aqueous sodium o-phenylphenate solution.

S S S :::::::::::::::::: ™ » m y »
w^ttvW^-oievitamate... ......I " " " " "  For use only as an adjuvant to control pulp absorbencySodium AT-methyi rv-oieyitaurare— —  - an(j pitcll content in the manufacture of paper and

- paperboard pridr to the sheet-forming operation.
Sodium nitrite..... — — -..... -.... — -.... —  ^ ^ ^ v e l s  not to exceed 0.2% by weight of lubricants

or release agents applied at levels not to exceed 
1 lb. per ton of finished paper or paperboard.

2. As an anticorrosion agent at levels not to exceed
0.2%  by weight of wax emulsions used as inter­nal sizing in the manufacture of paper and paper- board prior to the sheet-forming operation.

Sodium persulfate.............-...............  „Sodium polyacrylate..— .... — — — .......... -  a thickening agent for natural rubber latex
coatings, provided it is used at a level not to exceed 2 percent by weight of coating solids.2. As a pigment dispersant in coatings at a level not to exceed 0.25 percent by weight of pigment.

Sperm oil, sulfated, ammonium, potassium, or sodium salt..
Stannous oleate— .... -------- --— ....... .—Stearvl-2-lactylic acid and its calcium salt.... ........ _ .Styrene-maleic anhydridecopolymer, sodium salt (minimum Foruseoifiy thiokenillg agent at a level not to
molecular weight 30,000). exceedl% by weight of cSating solids. ■ . L

2. As surface size at a level not to exceed 1% hy weight of paper or paperboard substrate. -
po“ s1”  ■“  <m“ ‘ 8 not.

Tallow... ............................ *.....*Tallow alcohol..--- -------------- -------------Tallow alcohol, hydrogenated....... -.............Tallow fatty acid, hydrogenated-- 2........ .......
Tallow hydrogenated...-- ....— .------

P°taSS1Um’ 01 -- For use only as a modifier for amino resins.»r^^?y^?TeS^mettylethylen^aniine""polymer with For use only as a fiocculent, drainage aid or retention aid m t a S t e K S  hot more than employed prior to the sheet forming operation m  the 
^^r™nt<̂ weTvht l-chlô - 2 3-epoxy propane and the re- manufacture of paper and paperboard and Umitedto(acrylic use at a level not to ̂ e d 0.2= nt by weight of the 
acid) such that a 50 percent by weight aqueous solution of ; finished dry paper and paperboard fibers,
the product has a nitrogen content of 4.7-4.9 percent and viscosity of 350-700 centipoises at 25° C as determined̂  by LV series Brookfield viscometer using a No. 2 spindle at w

succinamate. chapter and limited to use prior to the sheet-formingoperation in the manufacture of paper and paperboard
at a level not to exceed 0.02 pet by weight of finished 
paper and paperboard. , . .; __________  For use only to adjust pH during the manufacture ofTriethanolamine---... amino resins permitted for use as components of paper
and paperboard. ,

2,2'-iminodiethanol il.i^Mia y k %* . nut correction for anv fluorine Which might be present

pet to 53.1 pet as determined on a solids basis. (c) of this section table 1,
under types IVA, V, VIIA, VIII, and IX, and under the conditions of use B through G described in table 
2 of paragraph (c) of this section.

Viscose rayon fibers........... — .....----- complying with § 178.3710 of this chapter.

( M mi « »«t e,ooo s s ' s , / f t ? p S s s S r r ploi',,a"
x S % S S S 0^ o r m * » h , d »  cp.d«»..., «dium
salt. paperboard prior to the sheet-forming operation.

Zinc formaldehyde sulfoxylate.-— ..... -.... For use only as polymerization catalyst.
Zinc octoate. — ------------------ * ' ' pnr use only as a component of waterproof coatingsZirconium oxide-- ---------------------------  where the zirconium oxide is present at a level not

to exceed 1 percent by weight of the dry pap«: or paperboard fiber and where the zirconium oxide is produced by hydrolysis of zirconium acetate.
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(b) Substances identified in para­

graph (b) (1) and (2) of this section may 
be used as components of the food-con­
tact surface of paper and paperboard, 
provided that the food-contact surface of 
the paper or paperboard complies with 
the extractives limitations prescribed in 
paragraph (c) of this section.

(1) Substances identified in § 175.300
(b) (3) of this chapter with the excep­
tion of those identified in paragraph
(b)(3) (v), (xv), (xx), (xxxi), and
(xxxii) of that section and paragraph
(a) of this section.

(2) Substances identified in this para­
graph (b) (2) follow:

L xat o f  su b a ta n cea  L im ita t io n a
Acrylamide copolymerized with ethyl acrylate and/or stryene and/or methaerylic acid, subsequently reacted with formaldehyde and butyl alcohol.
Acrylamide copolymerized with ethylene and vinyl chlo- For use only as coatings or components of coatings nde in such a manner that the finished copolymers have a minimum weight average molecular weight of 30,000 and contain not more than 3.5 weight percent of total polymer units derived from acrylamide, and in such a manner that the acrylamide portion may or may not be subsequently partially hydrolyzed.Acrylic copolymers produced by copolymerizing 2 or more of the acrylate monomers butyl acrylate, ethyl acrylate, ethyl methacrylate, methyl acrylate, methyl methacry­late, and n-propyl methacrylate, or produced by copoly­merizing one or more of such acrylate monomers together with one or more of the monomers acrylic acid, acrylo­nitrile, butadiene, 2-ethyl-hexyl acrylate, fumaric acid, glycidyl methacrylate, n-hexyl-methacrylate, itaconicacid, methaerylic acid, styrene, vinyl acetate, vinyl ,chloride, and vinylidene chloride. The finished copoly­mers shall contain at least 50 weight percent of polymer units derived from one or more of the monomers butyl acrylate, ethyl acrylate, ethyl methacrylate, methyl acrylate, methyl methacrylate, and »-propyl methacry­late; and shall contain not more than 5 weight percent of 'total polymer units derived from acrylic acid, fumaric acid, glycidyl methacrylate, »-hexyl methacrylate, itaconic acid, and methaerylic acid. Thé provision limit­ing the finished acrylic copolymers to not more than 5 units derived from acrylic acid, fumaric acid, glycidyl , methacrylate, »-hexyl methacrylate, itaconic acid, and methaerylic acid is not applicable to finished acrylic copolymers used as coating adjuvants at a level not ex­ceeding 2 weight percent of total coating solids.
n-Alkylsulfonate (alkyl group is in the range Cio-C» with For use only as an emulsifier for vinylidene chloride not less than 50 percent Cu-C w). copolymer coatings and limited to use at a level not to
„ -r,__ ,,, , . , exceed 2 percent by weight of the coating solids.2-Bromo-4 -hydroxyacetophenOne-----------------  For use only as a preservative for coating formulations,

binders, pigment slurries, and sizing solutions at * a level not to exceed 0.006 percent by weight of the___. ... „ coating, solution, slurry or emulsion.Butylbenzyl phthalate---- -----------------l--  Complying with §178.3740 of this chapter.Butyl oleate, sulfated, ammonium. Dostassium, or sodiumsalt. : -----------Butyraldéhyde_________ ____ _________________
Captan (̂ -trichloromethyhnercapto-4-cyclohexene-i, 2- For use onïy’âs a mold- and ̂ ldew-proofing" agentTn aicarboximide). coatings intended for use in contact with food only of

the types identified in paragraph (c) of this section, , , table 1, under type I, II, VI-B, and VIII.Castor Oil, polyoxyethylated (42 moles ethylene oxide)-- For use only as an emulsifier in nitrocellulose coatings
for paper and paperboard intended for use in contact with food only of the types identified in paragraph (c) of this section, table 1, under types IV A, V, VII A, VÜI, and IX; and limited to use at a level 

. ,Q ,, ,, nr „ . . . ; not to exceed 8 percent by weight of the coating solids.i-(3-enioroafiyl)-3,5,7-triaza-l-azomaadamantane chloride. For use only as a preservative at a level of 0.3 weight
percent in latexes used as pigment binders in paper and paperboard intended for use in contact with food only of the types identified in paragraph (c) of this section, table 1, under types V, VIII, and IX and under the conditions of use described in paragraph (e) of this section, table 2, conditions of use E, F, and*. o.

SÎ^?ÎÎ^?K5K<ÿ il<djte--V-v--- - --------------- For use only as preservative for coating formulations.Cyclized rubber produced when natural pale crepe rubber For use only in coatings for paper and paperboard Phenolis catalytically cydized so that the intended for use in contact with food only of the types^m1«?T? o cyclized.rubber has a melting point of 293° F- identified in paragraph (c) of this section, tableT311 F as determined by ASTM Method E-28-58T and under types VIII and IX contains no more than 4,000 p.p.m. of residual-free phenol as determined by a gas liquid chromatographic method available upon request from the Commissioner of Food and Drugs.Dibutyl phthalate____________ 1____ ____ _Dibutyi sebacate_______ ___________ ___ ___p
DicyciSêxlyiyphtha?ate."::::::::::::iz:z:iJiî:::::::îïr”  Co iplying with> 178-3740 of I S  chaPter-Diethylene glycol ester of the adduct of terpene and maleic anhydride.

-------- For use only as Preservative for coating formulations.Dimethylpolysiloxane, 100 centistokes viscosity__Dimethylpolysiloxane-beta-phenylethyl methyl poly- siloxane copolymer (2:1), 200 to 400 centistokes viscosity.
N ,N  Diphenyl-p-phenylenediamine.— ------------- For use only as polymerization inhibitor in 2-sulfoethyl
v\• . — , . , . methacrylate, sodium salt.Disodiura .V-octadecylsulfosuccinamatc----------4 -  For use only as an emulsifier in resin latex coatings and

, limited to use at a level not to exceed 0.05% by weight
E D T A  (ethylenediaminetetraacetic-acid) and its sodium of the coating solids, and/or calcium salts.
Ethylene-acrylic acid copolymers produced by the copo­lymerization of ethylene and acrylic acid and/or their partial ammonium salts. The finished copolymer shall contain no more than 25 weight-percent of polymer units derived from acrylic acid and no more than 0.35 weight percent of residual monomeric acrylic acid, and have a melt index not to exceed 350 as determined by ASTM method D  1238.
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L i s t  o f  substances ' . L im ita t io n s

Formaldehyde —___ ________ For use only as preservative for coating formulations.
Glvoxal I I - __________ — For use only as an insolubilizing agent in starch- and

* protein-based coatings that contact nonalcoholic
foods, and limited to use at a level not to exceed 6 
percent by weight of the starch or protein fraction of 
the coating solids.

Glyceryl monobutylricinoleate---------------- --- . , . , . . .
Hydroxymethyl derivatives (mixture of mono and poly) of For use only as a comonmoer in polyvinyl acetate latex 

[N-(l l-dimethyl-3-oxobutyl) acrylamide] produced by coatings and limited to use at a level not to exceed 
reacting 1 mole of the [N-(l,l-dimethyl-3-oxobutyl) 1 percent by weight o: dry polymer solids, 
acrylamide] with 3 moles of formaldehyde such that the 
finished product has a maximum nitrogen content of 6.2 
percent and a maximum hydroxyl content of 15 percent 
by weight on a dry basis. .

Isobutyl oleate, sulfated, ammonium, potassium, or 
sodium salt.Maleic anhydride adduct of butadiene-styrene copolymer. o-Methylstyrene-vinyl-toluene eopolymer resins (molar ratio 1 «-methylstyrene to 3 vinyltoluene).

Naphthalene sulfonic acid-formaldehyde condensate, 
sodium salt.

OxaMhdmylethylmeVhacrylate " (CAS * Registry * N o. For use only as a binder for pigment coatings as a binder 
46236-15-1) copolymer with ethyl acrylate and methyl level not to exceed 4.0 percent ny weight of dry paper 
methacrylate, and containing not more than 6 percent or paperbqard. by weight of oxazolidinylethylmethacrylate. Maximumnitrogen content shall be 0.5 percent and number aver- ..
age molecular weight of that portion of the copolymer soluble in tetrahydrofuran shall be not less than 50,000.

Petroleum alicyelic hydrocarbon resins, or the hydro- For use only as modifiers in waxpolymer blend coatings 
eenated product thereof, meeting the following specifi- for corrugated paperboard intended for use in bum  
cations: Softening point 97° C minimum, as determined packaging or raw fruits, raw vegetables, iced meat 
bv ASTM Method E 28-58T; aniline point 120° C iced fish, and iced poultry; and limited to use at a
m in im u m  as determined by ASTM Method D  611-64; level not to exceed 30 weight-percent of the coating
and specific gravity 0.96-0.99 (20° C/20° C). -Such solids, 
petroleum'hydrocarbon resins are produced by the 
catalytic polymerization of dienes and olefins from 
low-boiling distillates of cracked petroleum stocks that 
contain no material boiling over 200° C and that meet 
the ultraviolet absorbance limits prescribed in § 172.880 
(b) of this chapter when subjected to the analytical 
procedure described in § 172.886(b) of this chapter,
modified as follows: Treat the product as in the first , . :
paragraph under “Procedure” in § 172.250(b)(3) of this 
chapter. Then proceed with § 172.886(b) of this chapter, 
starting with the paragraph commencing with "Prompt­
ly  complete transfer of the sample * *

Polyester resin formed by the reaction of the methyl ester 
of rosin, phthalic anhydride, maleic anhydride and 
ethylene glycol, such that the polyester resin has an 
acid number of 4 to 11, a drop-softening point of 70 C- 
92° C., and a color of K or paler.

Polyester resin produced by reacting the acid groups in 
montan wax with ethylene glycol. '  _  , . . . .  ,

Polyethylene, oxidized____- __________ - Complying with § 1/7.1620 of this chapter.
Polyethylene reacted with maleic anhydride such that the 

modified polyethylene has a saponification number not 
in excess of 6 after Soxhlet extraction for 24 hours with

Polvoxvethylated̂  S^moles) tallow alcohol sulfate, Not to exceed 300 p.p.m. in finished coated paper or 
solium salt.  ̂ paperboard.

Polyoxypropylene-polyoxyethylene block polymers (min­
imum molecular weight 6,800).

Poyvinyl acetate.---------------------- ------- W -- ~ - -----------
Polyvinyl alcohol (minimum viscosity of 4% aqueous 

solution at 20° C. of 4 centipoises).
Polyvinyl b u tyral..— .— — -------------------— -—
Polyvinyl forma------- -------------- - - - - - .  . ■
Polyvinylidene chloride------------------------ ------------------- '
Polyvinyl pyrrolidone-----------------------------------------------
Polyvinyl stearate---------- - —--------- -—--------—------
Propylene glycol mono- and diesters of fats and fatty acids - 
Sodium decylbenzenesulfonate----------------- —...................
Sodium dihexyl '7m'mnie«'T sulfate-sodium For use only as an emulsifier in coatings that contact

tures. . ,  IX: and limited to use at levels not to exceed 0.75 per­
cent by weight of the coating solids.

Sodium 2-ethylhexyl sulfate.—-------------— --------------
¡ 3 S » » » e o . « ™. « « „ m o ™,
Sodium o-phenylphenate--------- ----------- ------------ -------  JJ0‘
ItSeS coM l^ 'er?pro^ ce^ byZTO ^i^erizing styreiic For use only as a coating or component of coatings and 

^ t^m aleicT nh ydride and its methyl and sec-butyl limited to use at a lev?l not to exceed 1% by weight of 
esters. Such copolymers may contain 0-nitrostyrene as paper or paperboard substrate, 
a polymerization chain terminator.

Styrene-butadiene copolymers containing not more than 
10 weight percent of polymer units derived by copoly­
merization with one or more of the following monomers:

Acrylic acid.Fumaric acid.
2-Hydroxyethyl acrylate.
Itaconic acid.
Methacrylic acid. , , ,

Styrene-butadiene copolymers with 2-hydroxyetbyl 
acrylate and acrylic acid containing not more than 15 
weight percent acrylic acid and no more than 20 weight 
percent of a combination of 2-hydroxyethyl acrylate

fitwenft^methxdslvrene-a-methylstyrene copolymers For use only in coatings for paper ̂ ajid paperboard in- 
nroduced by polymerizing equimolar ratios of the three tended for use in contact with
comonomers sudhthat the finished copolymers have a to use at a level not to exceed 50% by weight of the 
minimum average molecular weight of 835 as determined coating solids,
by ASTM Method D 2503.
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Styrene-isobutylene copolymers (weight average molecu­
lar weight not less than 6,300).

Styrene-maleic anhydride copolymers.

Styrene-methacrylic acid copolymers containing no more 
than 6 weight percent of polymer units derived from 
methacrylic acid.

«-[p-(l,l,3,3-Tetramethylbutyl) phenyl]-omeffa-hydroxy- 
poly (oxyethylene) hydrogen sulfate, sodium salt mix­
ture with «*-[p-(l,l,3,3-tetramethylbutyl)phenyl]-o»neyo- 
hydroxypoly (oxyethylene) with both substances having 
•  poly(oxyethylene) content averaging 3 moles.

2-Sulfoethyl methacrylate, sodium salt [C.A. Registry 
No. 10595-80-®]. ~

Tetrasodium IV-(l,2-dicarboxyethyl)-IV-octadecylsulfosuc- 
cinamate.

Toluenesulfonamide-formaldehyde resins______________
Vinyl acetate copolymers produced by oopolymerixing 

vinyl acetate with one or more of the monomers acryla­
mide, acrylic acid, acrylonitrile, bicyclo-[2.2.1]A«pf-2- 
ene-6-methylacrylaie, butyl, acrylate, crotonic acid, 
decyl acrylate, diallyl fumarate, diallyl maleate, diallyl 
phthalate, dibutyl fumaratel dibutyl itaconate, dibutyl- 
maleate, di(2-ethylhexyl) maleate, diyinyl benzene, 
ethyl acrylate, 2-ethyl-hexyl acrylate, fumaric acid, 
itaconic acid, maleic acid, methacrylic acid, methyl 
acrylate, methyl methacrylate, mono(2-ethylhexyl) 
maleate, monoethyl maleate, styrene, vinyl butyrate, 
vinyl crotonate, vinyl hexoate, vinylidene chloride, 
vinyl pelargonate, vinyl propionate, vinyl pyrrolidone, 
vinyl stearate, and vinyl sulfonic acid. The finished 
copolymers shall contain at least SO weight percent of 
polymer units derived from vinyl acetate and shall con­
tain no more than 5 weight percent of total polymer 
units derived from acrylamide, acrylic acid, crotonic 
acid, decyl acrylate, dibutyl itaconate, di(2-ethylhexyl) 
maleate, fumaric acid, itaconic acid, maleic acid, meth­
acrylic acid, mono(2-ethylhexyl) maleate, monoethyl 
maleate, vinyl butyrate, vinyl hexoate, vinyl pelargo­
nate, vinyl propionate, vinyl stearate, and vinyl sul­
fonic acid. «

Vinyl acetate polymer with ethylene and 2V-(hydroxy* 
methyl) acrylamide containing not more than 6 weight 
percent of total polymer units derived from /^-(hydroxy­
methyl) acrylamide.

L im ita t io n s
For use only in coatings for paper and paperboard in­

tended for use in contact under conditions of use 
D , Q described in Table 2 of paragraph (c) of this 
section, with food of types I, II, IV-B, VI-B, VII-B , 
and VIII described in Table 1 of paragraph (c) of this 
section; and limited to use at a level not to exceed 40 
percent by weight of the coating solids.

Fdr use only as a coating or component of coatings and 
limited for use at a level not to exceed 2 percent by 
weight of paper or paperboard substrate.

For use only as a surface-active agent at levels not to 
exceed 3 percent by weighlrof vinyl acetate polymer 
with ethylene and N - (hydroxymethyl) acrylamide 
intended for use in coatings for paper and paperboard 
intended for use in contact with foods:

1. Of the types identified in paragraph (c) of this
section, table 1, under types I, II, III, IV, V IB , 
and VII, and under the conditions of use de­
scribed in paragraph (c) of this section, table 2, 
conditions of use E, F, and G.

2. Of the types identified in paragraph (c) of this
section, Xable under types V, VIII and IX
and under the conditions of use described in 
paragraph (c) of this section, table 2, conditions 
of use C, D , E , F, and G.

For use only in copolymer coatings under conditions of 
use E, F, and G described in paragraph (c) of this 
section, table 2, and limited to use at a level not to 
exceed 1.0 percent by weight of the dry copolymer 
coating.

For use only as an emulsifier in resin latex coatings, and 
limited to use at a level not to exceed 0.05% by weight 
of the coating solids.

Vinyl chloride copolymers produced by copolymerizing 
vinyl chloride with one or more of the monomers acrylo­
nitrile; fumaric acid and its methyl, ethyl, propyL 
butyl, amyl, hexyl, heptyl, or octyl esters; maleic acid 
and its methyl, ethyl, propyl, butyl, amyl, hexyl, 
heptyl, or octyl esters; maleic anhydride; 5-norbornene- 
2 ,3-dicarboxylic acid; mono-n-butyl ester; vinyl acetate; 
&na vinylidene chloride. The finished copolymers shall 
contain at least 50 weight percent of polymer units de­
rived from vinyl chloride; shall contain no more than 5 
weight percent of total polymer units derived from 
fumaric and/or maleic acid and/or their methyl, ethyl, 
propyl, butyl, amyl, heptyl, or octyl monoesters or 
from maleic anhydride or from mono-n-butyl ester of 
5-norbomene-2, 3-dicarboxylic acid (however, in any 
case the finished copolymers shall contain fio more than 4 weight percent of total polymer units derived from 
mono-n-butyl ester of 5-norbornene-2,3-dicarboxylic acid). •

Vinyl chloride-vinyl acetate hydroxyl-modified copoly­
mers.

Vinyl chloride-vinyl acetate hydroxyl-modified copoly­
mers reacted with trimellitic anhydride.

Vinylidene chloride copolymers produced by copolymer- 
lzmg vinylidene chloride with one or more of the mono­
mers acrylamide, acrylic acid, acrylonitrile, butyl 
acrylate, butyl methacrylate, ethyl acrylate, ethyl 
methacrylate, fumaric acid, itaconic acid, methacrylic 
ncm, methyl acrylate, methyl methacrylate, octadecyl 
methacrylate, propyl acrylate, propyl methacrylate, 
vinyl chloride, and vinyl sulfonic acid. The finished 
copolymers shall contain at least 50 weight percent of 
polymer units derived from vinylidene chloride; and 
shall contain no more than 5 weight percent of total 
polymer units derived from acrylamide, acrylic acid, 
fumaric acid, itaconic acid, methacrylic acid, octadecyl 
methacrylate, and vinyl sulfonic acid.

Tor use only in coatings for paper and paperboard 
intended for use in contact with foods:

L  Of the types identified in paragraph (c) of this 
section, table. I, under types I, n ,  TTT, IV, 
VT B, and V n  and under the conditions of use 
described in paragraph (c) of this section, table 
2, conditions of use E, F, and G.

3. Of the types identified in paragraph (e) of this 
section, table 1, under types V, VUE, and IX  
and under the conditions of use described in 
paragraph (c) of this section, table 2, conditions 
of use C, D , E, F, and G.
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(c) The food-contact surface of the 
paper and paperboard in the finished 
form in which it is to contact food, when 
extracted with the solvent or solvents 
characterizing the type of food, and un­
der conditions of time and temperature 
characterizing the conditions of its in­
tended use as determined from tables 1 
and 2 of this paragraph, shall yield net 
chloroform-soluble extractives (cor­
rected for wax, petrolatum, mineral oil 
and zinc extractives as zinc oleate) not 
to exceed 0.5 milligram per square inch 
of food-contact surface as determined 
by the methods described in paragraph 
(d) of this section.
Table 1—Types op Raw and P r o c e s s e d  Foods

I .  N o n acid , aqueous p ro d u cts ; m ay co n ­
ta in  s a lt  o r su g ar o r b o th  (p H  above 
5 .0 ) .

n . A c id , aq ueo us p ro d u cts ; m ay co n ta in  
s a lt  o r su g ar o r b o th , an d  in c lu d in g  
o il- in -w a te r e m u lsio n s o f lo w - o r 
h ig h - fa t co n te n t.

1 H . A qu eo u s, a c id  o r n o n ac id  p ro d u cts co n ­
ta in in g  fre e  oU o r fa t ; m ay c o n ta in

(d) Analytical methods—(1) Selec­
tion of extractability conditions. First 
ascertain the type of food product (table 
1, paragraph (c) of this section) that is 
being packed commercially, in the paper 
or paperboard and the normal conditions

Table 1—Types or raw and Processed 
Foods— C o n tin u e d

s a lt , an d  In c lu d in g  w ate r-in -o U  
e m u lsio n s o f lo w - o r h ig h -fa t co n ­
te n t.

IV . D a iry  p ro d u cts an d  m o d ifica tio n s :
A . W a te r- in -o il e m u lsio n s , h ig h - o r

lo w -fa t.
B . O il- ln -w a te r e m u lsio n s, h ig h - o r

lo w -fa t.
V . Lo w -m o istu re  fa ts  and  o il.

V I. B eve rag e s:
' A . C o n ta in in g  u p  to  8 p e rce n t p f a l­

co h o l.
B . N o n a lco h o lic .
C . C o n ta in in g  m ore th a n  8 p e rce n t

a lco h o l.
V I I . B a k e ry  p ro d u cts o th e r th a n  th o se  in ­

clu d ed  u n d e r typ e s V in  o r IX  o f 
th is  ta b le :

A . M o ist b a ke ry  p ro d u cts w ith  s u r­
fa c e  c o n ta in in g  fre e  fa t  o r o il.

B . M o ist b a ke ry  p ro d u cts w ith  s u r­
fa c e  co n ta in in g  n o  fre e  fa t  o r oU .

V I I I . D ry  so lid s w ith  th e  su rfa c e  co n ta in in g  
n o  fre e  fa t  or o il (n o  end  te s t re ­
q u ire d ) .

IX . D ry  so lid s w ith  th e  su rfa ce  co n ta in in g  
fre e  fa t  o r o il.

of thermal treatment used in packaging 
the type of food involved. Using table 2, 
paragraph (c) of this section, select the 
food-simulating solvent or solvents and 
the time-temperature exaggerations of 
the paper or paperboard use conditions.

Having selected the appropriate food- 
simulating solvent or solvents and the 
time-temperature exaggeration over 
normal use, follow the applicable extrac­
tion procedure.

(2) Reagents—(i) Water. All water 
used in extraction procedures should be 
freshly demineralized (deionized) dis­
tilled water.

(ii) n-Heptane. Reagent grade,
freshly redistilled before use, Using only 
material boiling at 208° F.

(iii) Alcohol. 8 or 50 percent (by vol­
ume), prepared from undenatured 95 
percent ethyl alcohol diluted with de­
mineralized (deionized) distilled water.

(iv) Chloroform. Reagent grade,
freshly redistilled before use, or a grade 
having an established consistently low 
blank.

(3) Selection of test method.-Paper or 
paperboard ready for use in packaging 
shall be tested by use of the extraction 
cell described in “Official Methods of 
Analysis of the Association of Official 
Agricultural Chemists,” 10th edition, 
1965, sections 7.034-7.039, under “Ex­
posing Flexible Barrier Materials for 
Extraction,” also described in ASTM 
Method F 34-63T, except that formed 
paper and paperboard products may be 
tested in the container by adapting the 
in-container methods described in § 175.- 
300(e) of this chapter. Formed paper 
and paperboard products such as con­
tainers and lids, that cannot be tested 
satisfactorily by any of the above meth­
ods may be tested in specially designed 
extraction equipment, usually consisting 
of clamping devices that fit the closure 
or container so that the food-contact 
surface can be tested, or, if flat samples 
can be cut from the formed paper or 
paperboard products without destroying 
the integrity of the food-contact surface, 
they may be tested by adapting the fol­
lowing “sandwich” method:

(i) Apparatus. (a) Thermostated 
(±1.0° F) water bath, variable between 
70° F  and 126 F. water bath cover 
capable of holding at least one 800-milli­
liter beaker partially submersed in bath.

(b) Analytical balance sensitive to 0.1 
milligram with an approximate capacity 
of 100 grams.

(c) Tongs.
(d) Hood and hot-plate facilities.
(e) Forced draft oven.

For each extraction, the following addi­
tional apparatus is necessary:

(/) One No. 2 paper clip.
(gr) One 800-milliliter beaker with 

watch-glass cover.1
(ft) One 250-milliliter beaker.

. (t) Five 2 V2 -inch-square aluminum
screens (standard aluminum window 
screening is acceptable). .

(j) One wire capable of supporting 
sample stack.

(ii) Procedure, (a) For each extrac­
tion, accurately cut eight 2 %-inch- 
square samples from the formed paper 
or paperboard product to be tested.

(t>) Carefully stack the eight 2^-inch- 
square samples and the five 
square aluminum screens in sandwich 
form such that the food-contact side of

T a b l e  2 .— Test procedures with time temperature conditions far'determining amount 
of extractives from the food-contact surface of uncoated or coated paper and paper- 
hoard, using solvents simulating types of foods and beverages

Food-simulating solvents
Condition of use Types of food 

(see table 1)
'Water 
(time and 

temperature)

Heptane > 
(time and 

temperature)

8 pet 60 pet
alcohol alcohol

(time and (time and
temperature) temperature)

A. High temperature heat-steriUzed (I, JV-B, V H -B —  250° F, 2 hr,
(e.g., over 212° F).

B. Boiling water sterilized........

C. Hot filled or pasteurized above 
150° F.

D. Hot filled or pasteurized below 
160° F.

E. Boom temperature filled and 
stored (no thermal treatm ent1 
in the container).

F . Befrigerated storage (no thermal 
treatment in the container).

(HI, IV-A , V H -A ___ ..d o ...............150° F, 2 hr...................... — ~
H ,v n - B ._ ______212° F, 30 min______— -------- . . . . — .............

, V n - A __________do___ _____ 120° F, 30 min____________
H , IV-B, V H -B .. Fill boiling,  ........ .............. ................... -—

cool to 100°
F.

IH, IV-A, V H -A ......... do................ 120° F, 16 min— ...................
lv,  l x __________ . . . . . —  -----------—do„................ — . —
t i l ,  IV -B , VI-B, 160° F, 2 hr........ .....................-*------—  -----

VH -B.
m ,  IV-A, V H -A .........d o ...............100° F, 30 min.........................
V, IX _________________ ____________ do............. ........................
VI-A . ___ _______________ ________ do_______ 150* F,

2 hr.
VI-C____ — ........................... -............ ................................................ 159\.F»2 hr.
I, n ,  IV-B, VI-B, 120° F, 24 hr.......................... - ...................¿—

VII-B .
HI, IV-A, V n -A _____ do............. . 70° F,' 30 min..........................
V, IX ..................... ............................... .— d o .....................................
Ti-A - ............— --------- -—  12S&.
V I - C . . . . . . . . . --------------  — ---------- - --------------- - £
i n ,  IV-A, V H -A -. 70° F, 48 h r .... 70° F, 30 min..........................
I, n ,  IV-B, V I-B , — ..d o ....... ............ - ................................ ..........

......... - ........... -.............. .. ........ 7<FF, 48
yT_o ________- ___________ -______ — ------ 70° F, 48

.................... ... ........... hr.
I, H, IV-B,

VH-B.n i, VII-A.......-......... do............70° F, 30min.
, 70° F, 24 hr.

G. Frozen storage (no thermal treat­
m e n t  i n  t h e  c o n ta in e r) .

H. Frozen or refrigerated storage:
B e a d y -p re p a re d  foods in te n d e d  
t o  b e  re h e a te d  i n  c o n ta in e r  a t  

t t im e  of u se :
1. Aqueous or oil-in-water I, II, IV-B,

emulsion of high- or low- VII-B.
fty t

2. Aqueous, high- or low-free III, I V - A , V II -A ,........do.......... 120° F, 30 min.
oil or iat. IX.

212° F, 30 min.

polymer blend coatings for corrugated paperboard containers i 
fish, and iced poultry.

FEDERAL REGISTER, VOL. 42, NO. 50— TUESDAY, MARCH 15, 1977



RULES AND'REGULATIONS 14565
each sample is always next to an alumi­
num screen, as follows: Screen, sample, 
sample, screen, sample, sample, screen, 
etc. Clip the sandwich together care­
fully with a No. 2 paper clip, leaving just 
enough space at the top to slip a wire 
through.

(c) Place an 800-milliliter beaker con­
taining 100-milliliters of the appropriate 
food-simulating solvent into the con­
stant temperature bath, cover with a 
watch glass and condition at the desired 
temperature.

(d) After conditioning, carefully lower 
the sample sandwich with tongs into the 
beaker.

(e) At the end of the extraction pe­
riod, using the tongs-, carefully lift out 
the sample sandwich and hang it over 
the beaker with the wire.

(/) After draining, pour the food- 
simulating solvent solution into a tared 
250-milliliter beaker. Rinse the 800- 
milliliter beaker three times, using a total 
of not more than 50 milliliters of the 
required solvent.

(fir) Determine total nonvolatile ex­
tractives in accordance with paragraph
(d) (5) of this section.

(4) Selection of samples. Quadrupli­
cate samples should be tested, using for 
each replicate sample the number of 
cups, containers,, or preformed or con­
verted products nearest to an area of 100 
square inches.

(5) Determination of amount of ex­
tractives—(i) Total residues. At the end 
of the exposure period, remove the test 
container or test cell from the oven and 
combine the solvent for each replicate in 
a clean Pyrex (or equivalent) flask or 
beaker being sure to rinse the test con­
tainer or cell with a small quantity of 
clean solvent. Evaporate the food- 
simulating solvents to about 100 milli­
liters in the flask or beaker, and transfer 
to a clean, tared evaporating dish (plati­
num or Pyrex), washing the flask three 
times with small portions of solvent used 
in the extraction procedure, and evapo­
rate to a few milliliters on a nonsparicing, 
low-temperature hotplate. The last few 
milliliters should be evaporated in an 
oven maintained at a temperature of 
aproximately 221° P. Cool the evapo­
rating dish in a desiccator for 30 minutes 
and weigh the residue to the nearest 0.1 
milligram, (e). Calculate the extractives 
in milligrams per square inch of the con­
tainer or sheeted paper or paperboard 
surface.

(a) Water and 8- and 50-percent 
alcohol. Milligrams extractives per
square inch= — s

(5) Heptane. Milligrams extractives
Per square inch=— e(F)- 
Where:

e =  Milligrams extractives per sample 
tested.

s =Surface area tested, in square inches.
F = Five, thé ratio of the amount of 

extractives removed by heptane 
under exaggerated time-tempera­
ture test conditions compared to 
the amount extracted by a fat or oil 
under exaggerated conditions of 
thermal sterilization and use.

e' =  Chloroform-soluble extractives resi­
due.

ee'=Corrected chloroform-soluble extrac­
tives residue.

e' or ee' is substituted for e in the above 
equations when necessary.

If when calculated by the equations in 
paragraph (d) (5) (i) (a) and (b) of this 
section, the extractives in milligrams per 
square inch exceed the limitations per- 
scribed in paragraph (c) of this section, 
proceed to paragraph (d) (5) (ii) of this 
section (method for determining the 
amount of chloroform-soluble extrac­
tives residues).

(ii) Chloroform-soluble extractives 
residue. Add 50 milliliters of chloroform 
(freshly distilled reagent grade or a 
grade having an established consistently 
low blank) to the dried and weighed res­
idue, (e), in the evaporating dish ob­
tained in paragraph (d) (5) (i) of this 
section. Warm carefully, and filter 
through Whatman No. 41 filter papier (or 
equivalent) in a Pyrex (or equivalent) 
funnel, collecting the filtrate in a clean, 
tared evaporating dish (platinum or Py­
rex). Repeat the chloroform extraction, 
washing the filter paper with this second 
portion of chloroform. Add this filtrate 
to the original filtrate and evaporate the 
total down to a few milliliters on a low- 
temperature hotplate. The last few mil­
liliters should be evaporated in an oven 
maintained at approximately 221° P. 
Cool the evaporating dish in a desiccator 
for 30 minutes and weigh to the nearest 
0.1 milligram to get the chloroform- 
soluble extractives residue (e'). This e' 
is substituted for e in the equations in 
paragraph (d) (5) (i) (a) and (b) of this 
section. If the chloroform-soluble extrac­
tives in milligrams per square inch still 
exceeds the limitation prescribed in 
paragraph (c) of this section, proceed to 
paragraph (d) (5) (iii) of this section 
(method for determining corrected 
chloroform-soluble extractives residue).

(iii) Corrected chloroform-soluble ex­
tractives residue—(a) Correction for 
zinc extractives. Ash the residue in the 
evaporating dish by heating gently over a 
Meker-type burner to destroy organic 
matter and hold at red heat for about 1 
minute. Cool in the air for 3 minutes, 
and place the evaporating dish in the 
desiccator for 30 minutes and weigh to 
the nearest 0.1 milligram. Analyze this 
ash for zinc by standard Association of 
Official Agricultural Chemists methods or 
equivalent. Calculate the zinc in the 
ash as zinc oleate, and subtract from the 
weight of chloroform-soluble extractives 
residue (e') to obtain the zinc-corrected 
chloroform-soluble extractives residue 
(ee). This ee is substituted for e in the 
equations in paragraph (d) (5) (i) (a) 
and (b) of this section.

(b) Correction for wax, petrolatum, 
and mineral oil—(1) Apparatus. Stand­
ard 10 millimeter inside diameter x 60 
centimeter chromatographic column (or 
standard 50-milliliter buret with an in­
side diameter of 10-11 millimeters) with 
a stopcock of glass, perfluorocarbon 
resin, or equivalent material. The column 
(or buret) may be optionally equipped 
with an integral coarse, fritted glass disc 
and the top of the column (or buret) may

be optionally fitted with a 100-millimeter 
solvent reservoir.

(2) Preparation of column. Place a 
snug pledget of fine glass wool in the 
bottom of the column (or buret) if the 
column (or buret) is not equipped with 
integral coarse, fritted glass disc. Over­
lay the glass wool pledget (or fritted 
glass disc) with a 15-20 millimeter deep 
layer of fine sand. Measure in a grad­
uated cylinder 15 milliliters of chromato­
graphic grade aluminum oxide (80-200 
mesh) that has been tightly settled by 
tapping the cylinder. Transfer the 
aluminum oxide to the chromatographic 
tube, tapping the tube during and after 
the transfer so as to tightly settle the 
aluminum oxide. Overlay the layer of 
aluminum oxide with a 1.0-1.5 centimeter 
deep layer of anhydrous sodium sulfate 
and on top of this place an 8-10 milli­
meter thick plug of fine glass wool. Next 
carefully add about 25 milliliters of hep­
tane to the column with stopcock open, 
and allow the heptane to pass through 
the column until the top level of the 
liquid just passes into the top glass wool 
plug in the column, and close stopcock.

(3) Chromatographing of sample ex­
tract—(i) For chloroform residues 
weighing 0.5 gram or less. To the dried 
and weighed chloroform-soluble extract 
residue in the evaporating dish, obtained 
in paragraph (d) (5) (ii) of this section, 
add 20 milliliters of heptane and stir. If 
necessary, heat carefully to dissolve the 
residue. Additional heptane not to ex­
ceed a total volume of 50 milliliters may 
be used if necessary to complete dissolv­
ing. Cool to room temperature. (If so­
lution becomes cloudy, use the procedure 
in paragraph (d) (5) (iii) (b)(3)(H) of 
this section to obtain and aliquot of hep­
tane solution calcuated to contain 0.1-0.5 
gram of chloroform-soluble extract resi­
due.) Transfer the clear liquid solution 
to the column (or buret). Rinse the dish 
with 10 millimeters of additional heptane 
and add to column. Allow the liquid to 
pass through the column into a clean, 
tared evaporating dish( platinum or Py­
rex) at a dropwise rate of about 2 milli­
liters per minute until the liquid sur­
face reaches the top glass wool plug; then 
close the stopcock temporarily. Rinse the 
Pyrex flask which contained the filtrate 
with an additional 10-15 milliliters of 
heptane and add to the column. Wash 
(elute) the column with more heptane 
collecting about 100 milliliters of total 
eluate including that already collected 
in the evaporating dish. Evaporate the 
combined eluate in the evaporating dish 
to dryness on a steam bath. Dry the resi­
due for 15 minutes in an oven maintained 
at a temperature of approximately 221°
F. Cool the evaporating dish in a discca- 
tor for 30 minutes and weigh the residue 
to the nearest 0.1 milligram. Subtract the 
weight of the residue from the weight of 
chloroform-soluble extractives residue 
(e’) to obtain the wax-, petrolatum-, and 
mineral oil-corrected chloroform-soluble 
extractives residue (ee'). This ee' is 
substituted for e in the equations in 
paragraph (d) (5) (i) (a) and (b) of this 
section.

(ii) For chloroform residues weigh­
ing more than 0.5 gram. Redissolve the
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dried and weighed chloroform-soluble 
extract residue as described in paragraph
(d) (5) (iii) (b) (3) (i) of this: section using 
proportionately larger quantities of hep­
tane. Transfer the heptane solution to 
an appropriate-sized volumetric flask 
(i.e., a 250-milliliter flask for about 2.5 
grams of residue) and adjust to volume 
with additional heptane. Pipette out an 
aliquot (about 50 milliliters) calculated 
to contain 0.1-0.5 gram of the chloro­
form-soluble extract residue and analyze 
chromatographically as described in par­
agraph (d) (5) (iii) (b) (3) (i) of this sec­
tion. In this case the weight of the dried 
residue from the heptane eluate must be 
multiplied by the dilution factor to' ob­
tain the weight of wax, petrolatum, and 
mineral oil residue to be subtracted from 
the weight of chloroform-soluble extrac­
tives residue (e') to obtain the wax-, 
petrolatum-, and mineral oil-corrected 
chloroform-soluble extractives residue 
(ee'). This ee' is substituted for e in the 
equations in paragraph (d) (5) (i) (a) and
(b) of this section. (Note: In the case of 
chloroform-soluble extracts which con­
tain high melting waxes (melting point 
greater than 170° F ) , it may be necessary 
to dilute the heptane solution further so 
that a 50-milliliter aliquot will contain 
only 0.1-0.2 gram of the chloroform- 
soluble extract residue.)

(e) Acrylonitrile copolymers identified 
in this section shall comply with th e ’"

L is t  o f substances
4-[2-[2-(2-alkoxy (C is-C 15) ethoxy) ethoxy}ethyl]disodium sulfosuccinate.
Aluminum and calcium salts oí FD & C dyes on a sub­strate of alumina. >Ammonium nitrate---------- ---- ------- -----Amylose______ --------- --------------------Barium metaborate----------------------------JV,iy'-Bis(hydroxyethyl)lauramide-------- --------Bis(trichloromethyl) sulfone C.A. Registry No. 3064708,.Borax------------- ---- --------------........
Boric acid___________________________ ____ ___««c-Butyl alcohol_________________________ ____Butyl benzyl phthalate_____ ...-----------------Candelilla wax________ _______________________Carbon tetrachloride_____________________ _____Castor oil, polyoxyethylated (42 moles ethylene oxide)—
Chloral hydrate------- ---- ------------------JV-Cyclohexyl-p-toluene sulfonamide_________2,5-Di-fert-butyl hydrOquinone.-------- -----------Diethanolamine...............— ......~ ....Diethylene glycol-monobutyl ether--------- .------Diethylene glycol monoethyl ether---- --- --------Diethylenetriamine.---- ----------------------JV.TV-Diisopropanolamide of-tallow fatty acids--------N-((dimethylamino)methyl]acrylamide polymer with 
. acrylamide and styrene.Ñ,A7'-Dioleoylethylenediamine, iV,JV'-dilinoleoylethyl- enediamine, and N-oleoyl-N'-linoleoylethylenediamine 
mixture produced when tall oil fatty acids are made to react with ethylenediamine such that the finished mix­ture has a melting point of 212°-228° F, as determined by ASTM Method D  127-60, and an acid value of 10 
maximum.Dipheny lam ine.._______ :---------------------Disodiu m  N-octadecy lsul fosuecin am ate.. ..... .....fert-Dodecyl thioether of polyethylene glycol... ........Erucamide (erucylamide)--------- --- ---- ------Ethylene oxide---- ----------------- ---- ----—Ethylene oxide adduct of mono-(2-ethylhexyl) o-phos- 

'  phate.Fatty acid (Cu-Cis) diethanolamide----- --- ------Fish oil fatty acids, hydrogenated, potassium salt-----Formaldehyde---- ---- ---------- ------------Glyceryl monocaprate.....~ -.....£----- ...----.Glyoxal.........1— .......... — ... ... 1...— —

provisions of § 180.22 of this chapter, ex­
cept where the copolymers are restricted 
to use in contact with food only of the 
type identified in paragraph (c), table 1 
under category VIII.
§ 176.180 Components o f paper and 

paperboard in contact with dry food.
The substances listed in this section 

may be safely used as components of the 
uncoated or coated food-contact surface 
of paper and paperboard intended for 
use in producing, manufacturing, pack­
ing, processing, preparing, treating, 
packaging, transporting, or holding dry 
food of the type identified in § 176.170 
(c), table l/under type VIII, subject to 
the provisions of this section.

(a) The substances are used in 
amounts not to exceed that required to 
accomplish their intended physical or 
technical effect, and are so used as to ac­
complish no effect in food other than 
that ordinarily accomplished by pack­
aging.

(b) The substances permitted to be 
used include the following:

(1) Substances that by §T76.170 and 
other applicable regulations in Parts 170 
through 189 of this chapter may be safe­
ly used as components of the uncoated 
or coated food-contact surface of paper 
and. paperboard, subject to the pro­
visions of such regulation.

(2) Substances identified in the fol­
lowing list:

L im ita tion s
For use as a polymerization emulsifier and latex emulsion stabilizer at levels not to exceed 6 percent by weight 'of total emulsion solids. "■*Colorant.

For use as preservative in coatings arid sizings.
For use only as a preservative in coatings.For use as preservative in coatings.Do.

Polymerization reaction-control agent.

Fumigant in sizing.
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L i s t  o j  s u b s ta n c e s  

Hexamethylenetetramine___________

Hexylene glycol (2-methyl-2,4-pentanediol)......... .Hydroabietyl alcohol___ _______________________Isopropanolamine hydrochloride____ .....____....Isopropyl to- and p-cresol (thymol derived)___ ______Itaconic acid_____________ ____ _______ ___ ___Maleic anhydride-diisobutylene copolymer, ammonium or sodium salt.Melamine-formaldehyde modified with:Alcohols (ethyl, butyl, isobutyl, propyl, or isopropyl).Diethylenetriamine.Imino-bis-butylamine.Imino-bis-ethyleneimine.Imino-bis-propy lami ne.
Polyamines made by reacting ethylenediamine or trimethylenediamine with dichloroethane or di- chloropropane.Sulfanilic acid.Tetraethylenepentamine.Triethylenetetramine.Methyl alcohol............ ......... j i ___ .....Methyl esters of mono-, di-, and tripropylene glycol____Methyl naphthalene sulfonic acid-formaldehyde conden­sate, sodium salt.Modified polyacrylamide resulting from an epichlorohy- drin addition to a condensate of formaldehyde-dicy- andiamide-diethylene triamine and which product is then reacted with polyacrylamide and urea to produce a resin having a nitrogen content of 5.6 to 6.3 percent and having a minimum viscosity in 56 percent-by-weight aqueous solution of 200 centipoises at 25° C, as deter­mined by LVT-series Brookfield viscometer using a No. 4 spindle at 60 r.p.m. (or equivalent method).Monoglyceride citrate_____ _______ £___ ;_______<g,Myristo chromic chloride compjSx— _____________Naphthalene sulfonic acid-formaldehyde condensate, sodium salt.Nickel____________________________ ____ ___ _P-Nitrostyrene..._________ ____ _________t _____

a-cij-9-Octadecenyl-OTOrga-hydroxy poly-(oxyethylene); the octadecenyl group is derived from oleyl alcohol and the poly(oxyethylene) content averages not less than 20 moles.
a-(p-Nonylphenyl)-ompgo-hydroxypoly (oxyethylene) sul­fate, ammonium salt; the nonyl group is a propylene trimer isomer and the poly (oxyethylene) content aver­ages 9 or 30 moles.
Oleic acid reacted with lV-alkyHCu-Cu) trimethylene­diamine.
Petroleum alicyclic hydrocarbon resins, or the hydro­genated product thereof, complying with the identity prescribed in § 176.170(b)(2).Petroleum hydrocarbon resin (produced by the catalytic polymerization and subsequent hydrogenation of sty­rene, vinyltoluene, and indene types from distillates of cracked petroleum stocks).Petroleum hydrocarbons, light and odorless__________Petroleum sulfonates_________ _________________Pine oil___________ ________________ ............Poly(2-aminoethyl acrylate nitrate-co-2-hydroxypropyl acrylate) complying with the identity described in § 176.170(a).Polyamide-epichlorohydrin modified resins resulting from the reaction of the initial caprolactam-itaeonic acid product with diethylenetriamine and then condensing this prepolymer with epichlorohydrin to form a cationic resin having a nitrogen content of 11-15 percent and chlorine level of 20-23 percent on a dry basis.Polybutene, hydrogenated; complying with the identity prescribed under § 178.3740(b) of this chapter.Poly [2-(diethylamino) ethyl methacrylate] phosphate...Polyethylene glycol (200) dilaurate..̂ ...............Polymers: Homopolymers and copolymers of the following monomers:Acrylamide.Acrylic acid and its methyl, ethyl, butyl, propyl, or octyl esters.Acrylonitrile.Butadiene.Crotonic acid.Cyclol acrylate.Decyl acrylate.Diallyl fumarate.Diallyl maleate.Diallyl phthalate.Dibutyl fumarate.-Dibutyl itaconate.Dibutyl maleate.Di(2-ethylhexyl) maleate.Dioctyl fumarate.Dioctyl maleate.Divinylbenzene.Ethylene.2-Ethylhexyl acrylate.Fumaric acid.Glycidyl methacrylate.

2-IIydroxyethyl acrylate.Isobutyl acrylate.Isobutylene.Isoprene.Itaconic acid.Maleic anhydride and its methyl or butyl esters.

L im i t a t io n s
Polymerization crosslinking agent for protein, including casein. As neutralizing agent with myristochromic chloride complex and stearato-chromic chloride complex.

Basic polymer.

For use only as a dry strength and pigment retention aid agent employed prior to the sheetforming opera­tion in the manufacture of paper and paperboard and used at a level not to exceed 1 percent by weight“ of dry fibers.

Basic polymer.

For use as modifiers at levels up to 30 weight-percent of the solids content of wax-polymer blend coatings. ,

Basic polymer.
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L i s t  o f  su b sta > ice s L im i t a t io n s

Polymers: Homopolymers and copolymers of 
the following monomers— continued 
„ Methacrylic acid and its methyl, ethyl, butyl, or 

propyl esters.Methylstyrene.Mono(2-ethylhexyl) maleate.Monoethyl maleate.5-Norbornene-2,3-dicarboxylic acid, mono-n-butyl 
ester.Styrene.Vinyl acetate.Vinyl butyrate.Vinyl chloride.Vinyl crotonate.Vinyl hexoate.Vinylidene chloride.Vinyl pelargonate.Vinyl propionate.Vinyl pyrrolidone.Vinyl stearate.Vinyl sulfonic acid. ,Polyoxyethylene (minimum 12moles) ester of tall oil (30%- ................. — .......

40% rosin acids).Polyoxypropylene-polyoxyethylene glycol (minimum mo- .....-....... ..............
lecular weight 1,900).Polyvinyl alcohol...... ............---... ................... . .... .Potassium titanate fibers produced by calcining titanium .. ...... ----..............dioxide, potassium chloride, and potassium carbonate, such that the finished crystalline fibers have a nominal diameter of 0.20-0.25 micron, a length-to-diameter ratio of approximately 25:1 or greater, and consist principallyof KiTiiOj and KjTisOn. *Sodium diisobutylphenoxy diethoxyethyl sulfonate.... ...---.... .-... ..........Sodium diisobutylphenoxy monoethoxy ethylsulfonate... .— '.... ..... .— -- ...-----

Sodium n-dodecylpolyethoxy (50 moles) sulfate--- ----- -.---.... ............. -.....Sodium isododecylphenoxypolyethoxy (40 moles) sulfate. -------------------- ------
Sodium iV-methyl-JV-oleyl taurate-.------- ----- - ------ ----- -..............Sodium methyl siliconate... .............. . ........ ...................
Sodium nitrite.............. .... --.................. ......... SH.... -... *Sodium polyacrylate..... ........... ......... - ---........... --............Sodium bis-tridecylsulfosuccinate............... -................ - -......... * - -Sodium xylene sulfonate........................................... ..........Sorbose.................. ..................... -........................-Stearato chromic chloride complex-- « ..... ............. -................. ----Styrene-allyl alcohol copolymers........ ............ .......... *........... -----Styrene-methacrylic acid copolymer, potassium salt... ...... ...................Tetraethylenepentamine........ ................ Polymerization cross-linking agent.a-[p-(l,l,3,3-Tetramethylbutyl)phenyl]-07nepa-hydroxy-
poly (oxyethylene) mixture of dihydrogen phosphate and monohydrogen phosphate esters and their sodium, potassium, and ammonium salts having a polyoxy­ethylene) content averaging 6-9 or 40 moles, a-fp- (1,1,3,3-Tetramethylbutyl) phenyl or p-iionylpheny 1]- omsffa-hydroxypoly (oxyethylene) where nonyl group is 
a propylene trimer isomer.Tetrasodium iV-(l,2-dicarboxyethyl)-7V-octadecyl sulfo- 
succinamate.Toluene.... ................. -....... .....-- -

Triethylenetetramine..... ..........--.........  Polymerization cross-linking agent.
Triethylenetetramine monoacetate, partially stearoyl- 
ated. -Urea-formaldehyde chemically modified with:Alcohol (methyl, ethyl, butyl, isobutyl, propyl, or 

isopropyl).Aminomethylsulfonic acid.
Diaminobutane.Diaminopropane.Diethylenetriamine.JV.iV'-Dioleoylethylencdiaminc.
Diphenylamine.JV.iV'-Distearoylethylenediamine.
Ethylenediamine. k
Guanidine.Imino-bis-butylamine.Imino-bis-ethylamine.Iroino-bis-propylamine.JV-Oleoyl-iV'-stearoylethylenediamine.Polyamines made by reacting ethylenediamine or triethylenediamine with dichloroethane or di- 
chloropropane.Tetraethylenepentamine.Triethylenetetramine.

Xylene....... -.................. -.....--.--Xylene sulfonic acid-formaldehyde condensate, sodium 
salt.Zinc stearate.......................... .......

§ 176.200 Defoam ing agents used in 
coatings.

The defoaming agents described in 
this section may be safely used as com­
ponents of articles intended for use in 
producing, manufacturing, packing, 
processing, preparing, treating, packag­
ing, transporting, or holding food, sub­
ject to the provisions of this section.

(a) The defoaming agents are pre­
pared as mixtures of substances de­
scribed in paragraph (d) of this section.

(b) The quantity of any substance 
employed in the formulation of defoam­
ing agents does not exceed the amount 
reasonably required to accomplish the 
intended physical or technical effect in 
the defoaming agents or any limitation 
further provided.

(c) Any substance employed in the. 
production of defoaming agents and 
which is the subject of a regulation in 
Parts 174, 175, 176, 177, 178 and § 179.45 
of this.chapter conforms with any speci­
fication in such regulation.
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(d) Substances employed in the 

formulation of defoaming agents in­
clude:

(1) Substances generally recognized 
as safe in food.

(2) Substances subject to prior sanc-

tion or approval for use in defoaming 
agents and used in accordance with such 
sanction or approval.

(3) Substances identified in this para­
graph (d) (3) and subject to such limi­
tations as are provided:

L i s t  o f  8 u b 8 ta n ccn
ij-Butyl alcohol........................*......tert-Butyl alcohol..... ....... ................Butyl stearate................... ......... .Castor oil, sulfated, ammonium, potassium, or sodium salt.Cetyl alcohol... .-............. ....... :.... .Cyclohexane.................................C yclohexanol.................................Diethylene glycol monolaurate...... .............Diethylene glycol monostearate........... .......
Dimers and trimers of unsaturated Cis fatty acids derived from:Animal and vegetable fats and oils.Tall oil.Dimethylpolysiloxane............ .... .........Dipropylene glycol.......... ..................Ethyl alcohol..................................
Fats and oils derived from animal, marine, or vegetable sources:Fatty acids derived from animal, marine, or vegetable fats and oils, and salts of such acids, single or mixed, as follows:Aluminum.Ammonium.Calcium.Magnesium.Potassium.Sodium.Zinc.Formaldehyde... ................. ...........Glyceryl mono-12-hydroxystearate.................Glyceryl monostearate............ .............Hexane....... ................ ...............Hexylene glycol (2-methyl-2,4-pentanediol)..........Isobutyl alcohol.................... ..........Isopropyl alcohol ..............................Kerosene... ....................... .......Lecithin hydroxylated... ............... .......Methyl alcohol.............................. .Methylcellulose..................... ........ .Methyl esters of fatty acids derived from animal, marine, or vegetagle fats and oils.Methyl oleate..................................Methyl palmitate...... .... ..................Mineral oil...... ........ .... .... ..........Mustardseed oil, sulfated, ammonium, potassium, or sodium salt.Myristyl alcohol....... ............ ........ .Naphtha...................... .............|S-N aphthol...................... ..........N  onylphenol...... ..........................Odorless light petroleum hydrocarbons..............Oleic acid, sulfated, ammonium, potassium, or sodium salt.Parachloromgt aeresol...........................Peanut oil, sulfated, ammonium, potassium, or sodium salt.Petrolatum.................... ..............Pine oil........... .......... ...............Polyacrylic acid, sodium salt...... ........ ......
Polyethylene_____..._________________________Polyethylene, oxidized______________ _____ ._____Polyethylene glycol (200) dilaurate________________Polyethylene glycol (400) dioleate______ ______ ____Polyethyleneglycol (600) dioleate.......... ..... .Polyehtylene glycol (400) esters of coconut oil fatty acids.Polyethylene glycol (400) monooleate______ _______ _Polyethylene glycol (600) monooleate....___________Polyethylene glycol (600) monoricinoleate...... ... ...Polyethylene glycol (400) monostearate.___:______ ...
Polyoxybutylene-polyoxypropylene-polyoxyethylene gly­col (min. mol. wt. 3,700).Polyoxyethylated (min. 3 mois) cetyl alcohol.... ... .Polyoxyethylated (min. 5 mois) oleyl alcohol_________Polyoxyethylated (min. 1.5 mois) tridecyl alcohol_____Polyoxyethylene (min. 15 mois) ester of rosin__ ______Polyoxyethylene (min. 8 mois) monooleate__________Polyoxyethylene (40) stearate.. .......... ... ...Polyoxypropylated (min. 20 mois) butyl alcohol______ tPolyoxypropylene glycol (min. mol. wt. 200)..._______Polyoxypropylene (min. 20 mois) oleate butyl éther____Polyoxypropylene-polyoxyethÿlene glycol (min. mol. wt. 1,900).Polyoxypropylene (min. 40 mois) stearate butyl ether__Potassium pentachlorophenate.__________.......___Potassium trichlorophenate.____ ____ _____....1.___Propylene glycol monoester-of soybean oil fatty acids___Propylene glycol monoester of tallow fatty acids______Ricebran oil, sulfated, ammonium, potassium, or sodium salt.Rosins and rosin derivatives...̂ __ .......__________Silica...______ g____ _ — _____ __________ ___ _Sodium 2-mercaptobenzothiazole__________ _______Sodium pentachlorophenate......... .......... .

L im ita t io n s

For use only at levels not to exceed 0.1% by weight of total coating solids.

For use as preservative of defoamer only.

For use as preservative of defoamer only.
As defined in § 178.3650 of this chapter.

For use as preservative of defoamer only.

As a stabilizer and thickener in defoaming agents con­taining dimethylpolysiloxane.

For use as preservative of defoamer only. For use as preservative of defoamer only.

As provided in § 178.3870 of this chapter.
For use as preservative of defoamer only. For use as preservative of defoamer only.
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List of substances Limitations

Sodium trichlorophenate.. -I- — _____- ... ......  For use as preservative of defoamer only.
Sperm oil, sulfated, ammonium, potassium, or sodium 
salt.Stearyl alcohol— ..---------------------- ------Tall oil fatty acids.......... ..... ........... ...Tallow fatty acids, hydrogenated or sulfated-- •Tallow, sulfated, ammonium, potassium, or sodium salt.

Triethanolamine...... . — - - .....----------Triisopropanolamine..----------- ---- — -------Waxes, petroleum.:----------;........— -------

(e) The defoaming agents are used as 
follows:

(1) The quantity of defoaming agent 
or agents used shall not exceed the 
amount reasonably required to accom­
plish the intended effect, which is to pre­
vent or control the formation of foam.

(2) The defoaming agents are used in 
the preparation and application of coat­
ings for paper and paperboard.
§ 176.210 Defoalning agents used in  

thé manufacture of paper and paper- 
board.

Defoaming agents may be safely used 
in the manufacture of paper and paper- 
board intended for use in packaging, 
transporting, or holding food in accord­
ance with the following prescribed con­
ditions:

(a) The defoaming agents are pre­
pared from one or more of the substances 
named in paragraph (d) of this section, 
subject to any prescribed limitations.

(b) The defoaming agent® are used to 
prevent or control the formation of foam 
during the manufacture of paper and 
paperboard prior to and during the 
sheet-forming process.

(c) The quantitÿ of. defoaming agent 
or agents added during the manufac­
turing process shall not exceed the 
amount necessary to accomplish the in­
tended technical effect.

(d) Substances permitted to be used in 
the formulation of defoaming agents in­
clude substances subject to prior sanc­
tions or approval for such use and em­
ployed subject to the conditions of such 
sanctions or approvals, substances gen­
erally recognized as safe for use in food, 
substances generally recognized as safe 
for use in paper and paperboard, and 
substances listed in this paragraph, sub­
ject to the limitations, if any, prescribed.

(1) Fatty triglycerides, and the fatty 
acids, alcohols, and dimers derived 
therefrom:
Beef tallow. 
Castor oil. 
Coconut oil. 
Corn oil. 
Cottonseed oil. 
Fish oil.
Lard oil. 
Linseed oil.

Mustardseed oil. 
Palm oil.
Peanut oil. 
Rapeseed oil. 
Ricebran oil. 
Soybean oil. 
Sperm oil.
Tall oil.

(2) Fatty triglycerides, and marine 
oils, and the fatty acids and alcohols 
derived therefrom (paragraph (d)(1) of 
this section) reacted with one or more of 
the following, with or without dehydra­
tion, to form chemicals of the category 
indicated in parentheses:
Aluminum hydroxide (soaps). 
Ammonia (amides).
Butanol (esters).

Butoxy-polyoxypropylene, molecular weight
1.000- 2,500 (esters).

Butylene glycol (esters).
Calcium hydroxide (soaps).
Diethanolamine (amides).
Diethylene glycol (esters).
Ethylene glycol (esters).
Ethylene oxide (esters and ethers).
Glycerin (mono- and di^lycerides).
Hydrogen (hydrogenated compound®). 
Hydrogen (amines).
Isobutanol (esters).
Isopropanol (esters).
Magnesium hydroxide (soaps).
Methanol (ésters).
Morpholifie (soaps).
Oxygen (air-blown oils).
Pentaerythritol (esters).
Polyoxyethylene, molecular weights 200, 300, 

400, 600, 700, 1,000, 1,540, 1,580, 1,760, 4,600 
(esters).

Polyoxypropylene, molecular weight 200- 
2,000 (esters).

Potassium hydroxide (soaps).
Propanol (esters).
Propylene glycol (esters).
Propylene oxide (esters). - 
Sodium hydroxide (soaps).
Sorbitol (esters).
Sulfuric acid (sulfated and sulfonated com­

pounds) .
Triethanolamine (amides and soaps). 
Triisopropanolamine (amides and soaps). 
Trimethylolethane (esters).
Zinc hydroxide (soaps).

(3) Miscellaneous:
Alcohols and ketone alcohols mixture (still- 

bottom product from Ci2-C18 alcohol manu­
facturing process).

Amyl alcohol.
Butoxy polyethylene polypropylene glycol 

molecular weight 900—4,200. 
Butoxy-polyoxypropylene molecular weight

1.000- 2,500.
Butylated hydroxyanisole.
Butylated hydroxytoluene.
Calcium lignin sulfonate.
Capryl alcohol. . 
p-ChlorometacresoI.
Cyclohexanol.
Diacetyltartaric aeid ester of tallow mono­

glyceride.
Diethanolamine.
Diethylene triamine.
Di-(2-ethylhexyl) phthalate.
2,6-Dimethyl heptanol-4 (nonyl alcohol). 
Dimethylpolysiloxane.
Di-tert-butyl hydroquinone.
Dodecylbenzene sulfonic acids.
Ethanol.
2-Ethylhexanol.
Ethylenediamine tetraacetic acid tetra- 

sodium salt.
Formaldehyde.
Heavy oxo-fraction (a still-bottom product 

of iso-octyl alcohol manufacture, of ap­
proximate composition: Octyl alcohol 5 
percent nonyl alcohol 10 percent, decyl and 
higher alcohols 35 percent, esters 45 per­
cent, and soaps 5 percent).

2 - Heptadecenyl-4-methyl-4-hydroxymethyl- 
2-oxazoline.

Hexylene glycol (2-methyl-2-4-pentanediol). 
12-Hydroxystearic acid.

Isobutanol.
Isopropanol.
Isopropylamine salt of dodecylbenzene suf- 

fonlc acid.
Kersosine.
Lanolin.
Methanol.
Methyl 12-hydroxy stearate.
Methyl taurine-oleic acid condensate, molec­

ular weight 486.
a,a' - [Methylenebis[4 - (1,1,3,3-tetramethyl- 

butyl) - o - pbenylenel ] bis [omega - hy- 
droxypoly (oxyethylene)] having 6-7.5 
moles of ethylene oxide per hydroxyl group.

Mineral oil.
Mono-, di-, and triisopropanolamine.
Mono- and diisopropanolamine stearate.
Monobutyl ether of ethylene glycol.
Monoethanolamine.
Morpholine.
Myristyl alcohol.
Naphtha.
0-Naphthol.
Nonylphenol.
Odorless light petroleum hydrocarbons.
Oleyl alcohol.
Petrolatum.
o-Phenylphenol.^
Pine oil.
Polybutene, hydrogenated; complying with 

the identity prescribed under § 178.3740(b) 
of this chapter.

Polyethylene.
Polyethylene, oxidized (air-blown).
Polymer derived from N-vinyl pyrrolidone 

combined during its polymerization with 
copolymers derived from the mixed alkyl 
(C12—C„, Cie, C18, and C22) methacry­
late esters and butyl methacrylate; the 
combined polymer contains no more than 
5 weight percent of polymer units derived 
from N-vinyl pyrrolidone and is present 
at a level not to exceed 7 parts per million 
by weight of the finished dry paper and 
paperboard fibers.

Polyoxyethylene (4 mols) decyl phosphate.
Polyoxyethylene (4 mols) di (2-ethyl 

hexanoate).
Polyoxyethylene (15 mols) ester of rosin.
Polyoxyethylene (3-15 mols) tridecyl al­

cohol.
Polyoxypropylene, molecular weight 200-

2 ,000.
Polyoxypropylene-polyoxethylene condensate, 

minimum molecular weight 950.
Polyoxypropylene-ethylene oxide condensate 

of ethylene diamine, molecular weight 
1,700-3,800.

Polyvinyl pyrrolidone, molecular weight 
40,000.

Potassium distearyl phosphate.
Potassium pentachlorpphenate.
Potassium trichlorophenate.
Rosins and rosin derivatives identified in 

§ 175.105(c) (5) of this chapter.
Silica.
Sodium alkyl (C9-C15) benzene-sulfonate.
Sodium dioctyl sulfosuccinate.
Sodium distearyl phosphate.
Sodium lauryl sulfate.
Sodium lignin sulfonate.
Sodium 2-mercaptobenzothiazole.
Sodium naphthalenesulfonic acid (3 mols) 

condensed with formaldehyde (2 mols).
Sodium orthophenylphenate.
Sodium pentachlorophenate.
Sodium petroleum sulfonate, molecular 

weight 440—450.
Sodium trichlorophenate.
Stearyl alcohol.
a- [ p- (1,1,3,3 -Tetramethylbutyl) phenyl-, p- 

nonylphenyl-, or p-dodecylphenyl]-omega - 
hydroxypoly(oxyethylene) produced by the 
condensation of 1 mole of p-alkylphenol 
(alkyl group is 1 ,1 ,3,3-tetramethylbutyl, a 
propylene trimer isomer, or a propylene 
tetramer isomer) with an average of 1.5-15 
moles of ethylene oxide.
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Tetrahydrofurfuryl alcohol.
Tributoxyethyl phosphate.
Tributyl phosphate.
Tridecyl alcohol.
Triethanolamine.
Triethylene glycol di( 2-ethyl hexanoate).
Tri- (2-ethylhexyl) phosphate.
Tristearyl phosphate.
Wax, petroleum, Type I and Type II.
Wax, petroleum (oxidized).
Wax (montan).
§ 176.230 3,5-D im ethyl-1,3,5,2 //-tetra- 

hydrothiadiazine-2-thione.
3,5 - Dimethyl - 1,3,5,2H - tetrahydro- 

thiadiazine-2-thione may safely be used 
as a preservative in the manufacture and 
coating of paper and paperboard intend­
ed for use in contact with food in ac­
cordance with the following prescribed 
conditions: \

(a) It is used asiollows:
(1) In the manufacture of paper and 

paperboard as a preservative for sub­
stances added to the pulp suspension 
prior to the sheet-forming operation 
provided that the preservative is vola­
tilized by heat in the drying and finish­
ing of the paper and paperboard.

(2) As a preservative for coatings for 
paper and paperboard, Provided, That 
the preservative is volatilized by heat in 
the drying and finishing of the coated 
paper or paperboard.

(b) The quantity used shall not ex­
ceed the least amount reasonably re­
quired to accomplish the intended tech­
nical effect and shall not be intended to 
nor, in fact, accomplish any physical or 
technical effect in the food itself.

(c) The use of a preservative in any 
substance or article subject to any regu­
lation in Parts 174, 175, 176, 177, 178 and 
§ 179.45 of this chapter must comply with 
any specifications and limitations pre­
scribed by such regulation for the sub­
stance or article.
§ 176.250 Poly-1,4 ,7 ,10 ,13-pentaaza-15- 

hydroxyhexadecane.
Poly - 1,4,7,10,13 - pentaaza - 15 - hy- 

droxyhexadecane may fcfc safely used as a 
retention aid employed prior to the 
sheet-forming operation in the manu­
facture of paper and paperboard in­
tended for use in contact with food in 
an amount not to exceed that necessary 
to accomplish the intended physical or 
technical effect and not to exceed 6 
pounds per ton of finished paper or 
paperboard.
§ 176.260 Pulp from reclaimed fiber.

(a) Pulp from reclaimed fiber may be 
safely used as a component of articles 
used in producing, manufacturing, pack­
ing. processing, preparing, treating, 
packaging, transporting, or holding food, 
subject to the provisions of paragraph 
(b) of this section.

(b) Pulp from reclaimed fiber is p re ­
pared from the paper and paperboard 
products described in paragraph (b)(1) 
and (2) of this section, by repulping with 
water to recover the fiber with the least 
possible amount of nonfibrous sub­
stances.

(1) Industrial waste from the manu­
facture of paper and paperboard prod­
ucts excluding that which bears or con-
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tains any poisonous or deleterious sub­
stance which is retained in the recovered 
pulp and that migrates to the food, ex­
cept as provided in regulations promul­
gated under sections 406 and 409 of the 
Federal Food, Drug, and Cosmetic Act.

(2) Salvage from used paper and pa­
perboard excluding that which (i) bears 
or contains any poisonous or deleterious 
substance which is retained in the re­
covered pulp and that migrates to the 
food, except as provided in regulations 
promulgated under sections 406 and 409 
of the act or (ii) has been used for ship­
ping or handling any such substance.
§ 176.300 Slimicides.

(a) Slimicides may be safely used in 
the manufacture of paper and paper- 
board that contact food, in accordance 
with the following prescribed conditions: 

(1) Slimicides are used as antimicro-

L is t  o f substances
Acrolein____ ____ __________ ___ _____________
Alkenyl (Cte-Cu) dimethylethyl-ammonium bromide... n-Alkyl(Ci5-Ct8) dimethyl benzyl ammonium chloride..1.2- benzisothiazolin-3-one____ _________________Bis (1,4-bromoace toxy) -2-but ene________________5.5- Bis(bromoacetoxymethyl) m-dioxane..........2.6- Bis(dlmethylaminomethyl) cyclohexanone.... .l’l-BisCmonobromoacetoxy) ethane [CA Reg. No. 3785-
Bis(trichloromethyl)sulfone____ _______ _________
4-Bromoacetoxymethyl-m-dloxolane_______________2-Bromo-4'-hydroxyacetophenone......... ....... ./3-Bromo-/3-nitrostyrene........       I.
Chloroethyle nebisthlocyanate____________   ...Chlorinated levulinic acids.....:______________H  ""Chloromethyl butanethiolsulfonate....... IIIIIIIIIIIICupric nitrate_____ ___<______________ _
n-Dialkyl(Cis-Ci8lbenzylmethyïammonium chloride___2.2- Dibromo-3-ni trilopion-amide__________________2.3- Dibromopropiortaldehyde............... ...3,5-Dimethyl l,3,5,2f/-tetrahydrothiadiazlne-2-thione__Dipotassium and disodium ethylenebis(dithiocarbamate).Disodium cyanodithioimidocarbonate......... .....2-Hydroxypropyl methanethiol sulfonate....... ....2-Mercaptobenzothiazole___ ____________Methylenebisbutanethiolsulfonate... ........ IIIMethylenebisthiocyanate......................
2-Nitrobutyl bromoacetate [CA Reg. No. 32815̂ 9fr-6]I..I
N-[a-(Nitroethyl)benzyl] ethylenediamine...........Potassium 2-mercaptobenzothiazole........ ....... .
Potassium AT-hydroxymethyl-lV-methyldithiocarbamate.Potassium iV-methyldithiocarbamate___ ___________Potassium pentachlorophenate___ ________________Potassium trichlorophenate______________I___ IIIISilver fluoride___ _______________ ________..II"

Silver nitrate................ .....
Sodium dimethyldi thiocarbamate.... I. .1IIIIIISodium 2-mercaptobenzothiazole...........Sodium pentachlorophenate________________Sodium trichlorophenatd___ ____ _________...l,3,6,8-Tetraazatricyclo{6.2.1.13,i>] dodecanellllHIII 3,3,4,4-Tetrachlorotetra hydrothiophene 1,1-dioxide2-(Thiocyanomethylthio) benzothiazole.. .....Vinylene bisthiocyanate.......... .....

' '  (d) Adjuvant-substances permitted to 
be used in the preparation of slimicides 
include substances generally recognized 
as safe for use in food, substances gen­
erally recognized as safe for use in paper 
and paperboard, substances permitted to 
be used in paper and paperboard by 
other regulations in this chapter, and 
the following:
Acetone.
Butlylene oxide.
Dibutyl phthalate.
Didecyl phthalate.
N,N-Dimethylformamide.
Dodecyl phthalate.
Ethanolamine.
Ethylene glycol.
Ethylenediamine.

14571
bial agents to control slime in the manu­
facture of paper and paperboard.

(2) Subject to any prescribed limita­
tions, slimicides are prepared from one 
or more of the' slime-control substances 
named in paragraph (c) of this section 
to which may be added optional adjuvant 
substances as provided for under para­
graph (d) of this section.

(3) Slimicides are added to the proc­
ess water used in the production of paper 
or paperboard, and the quantity added 
shall not exceed the amount necessary 
to accomplish the intended technical 
effect.

(b) To insure safe usage, the label 
or labeling of slimicides shall bear ade­
quate directions for use.

(c) Slime-control substances permit­
ted for use in the preparation of slimi­
cides include substances subject to prior 
sanction or approval for such use and 
the following:

Lim ita tion s

At a level of 0.06 pound per ton of dry weight fiber.

a maximum level of 0.10 pound per ton of dry weight

At a maximum level of 1 pound per ton of dry weight fiber. “

At a maximum level of 0.1 lb/ton of dry weight fiber

At a maximum level of 0.15 pound per ton of dry weight

Limit of addition to process water not to exceed 0.024 pound, calculated as silver fluoride, per ton of paper produced.

a,a' - [Methylenebls[4 - (1,1,3,3 - tetramethyl- 
butyl) -o-phenylene] ] bis[omesra-hydroxy- 
poly (oxyethylene) ] having 6-7.5 moles of 
ethylene oxide per hydroxyl group. 

Monomethyl ethers of mono-, di-, and tri­
propylene glycol.

Nonylphenol reaction product with 9 to 12 
molecules of ethylene oxide.

Octylphenol reaction product with 25 mole­
cules of propylene oxide and 40 molecules 
of ethylene oxide.

§ 176.320 Sodium nitrate-urea complex.
Sodium nitrate-urea complex may be 

safely used as a  component of articles 
intended for use in producing, manufac­
turing, packing, processing, preparing, 
treating, packaging, transporting, or
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holding food, subject to the provisions 
of this section.

(a) Sodium nitrate-urea complex is a 
clathrate of approximately two parts 
urea and one part sodium nitrate.

(b) Sodium nitrate-urea complex 
conforming to the limitations prescribed 
in paragraph (b) (1) of this section is 
used as provided in paragraph (b)(2) of 
this section.

(1) Limitations, (i) It is used as a 
plasticizer in glassine and greaseproof 
paper.

(ii) The amount used does not exceed 
that required to accomplish its intended 
technical effect or exceed 15 percent by 
weight of the finshed paper.

(2) Conditions of use. The glassine 
and greaseproof papers are used for 
packaging dry food or as the food-con­
tact surface for dry food.
§ 176.350 Tamarind seed kernel pow­

der.
Tamarind seed kernel powder may be 

safely used as a  component of articles 
intended for use in producing, manufac- 

. turing, packing, prpcessing, preparing, 
treating, packaging, transporting, or 
holding food, subject to the provisions 
of this section.

(a) Tamarind seed kernel powder is 
the ground kernel of tamarind seed 
(Tamarindus indica L.) after removal 
of the seed coat.

(b) It is used in the manufacture of 
paper and paperboard.

PART 177— INDIRECT FOOD 
ADDITIVES: POLYMERS

Subpart A— [Reserved]
Subpart B— Substances for Use as Basic Com­

ponents of Single and Repeated Use Food Con­
tact Surface^

Sec.
177.1010 Acrylic and modified acrylic plas­

tics, semirigid and rigid.
177.1020 Acrylonitrile/ butadiene /  styrene 

copolymer.
177.1030 Acrylonitrile/butadiene /  styrene/ 

methyl methacrylate copolymer.
177.1040 Acrylonitrile/styrene copolymer.
177.1050 Acrylonitrile/styrene copolymer 

modified with butadiene/styrene 
elastomer.

177.1200 Cellophane.
177.1210 Closures with sealing gaskets for 

food containers.
177.1240 1,4-Cyclohexylene dimethylene

terephthalate and 1,4-cyclohexy­
lene dimethylene isophthalate 
copolymer.

177.1310 Ethylene-acrylic acid copolymers.
177.1320 Ethylene-ethyl acrylate copoly­

mers.
177.1330 Ethylene-methacrylic acid copoly­

mers, ethylene-methacrylic acid- 
vinyl acetate copolymers, and 
their partial salts.

177.1340 Ethylene-methyl acrylate copoly­
mer resins.

177.1350 Ethylene-vinyl acetate copolymers.
177.1360 Ethylene-vinyl acetate-vinyl alco­

hol copolymers.
177.1380 Fluorocarbon resins.
177.1400 Hydroxyethyl cellulose film, water- 

insoluble.
177.1420 Isobutylene polymers.
177.1430 Isobutylene-butene copolymers.
177.1440 4,4' -Isopronylidenedlnh end - epi- 

chlorohydrln resins minimum 
molecular weight 10,000.

Sec.
177.1460

177.1480

177.1500
177.1520
177.1550
177.1570

177.1580
177.1590
177.1600

177.1610
177.1620
177.1630
177.1640

177.1650

177.1660

177.1670
177.1680
177.1810
177.1820

177.1830

177.1850
177.1900

177.1950

177.1960

177.1970

177.1980

Melamine-formaldehyde resins in 
molded articles.

Nitrile rubber modified acryloni­
trile-methyl acrylate copolymers.

Nylon resins.
Olefin polymers.
Perfluorocarbon resins.
Poly-1-butene resins and butene/ 

ethylene copolymers.
Polycarbonate resins.
Polyester elastomers.
Polyethylene resins, carboxyl 

modified.
Polyethylene, chlorinated.
Polyethylene, oxidized.
Polyethylene phthalate polymers.
Polystyrene .and rubber-modified 

polystyrene.
Polysulfide polymer-polyepoxy 

resins.
Poly(tetramethylene terephtha­

late) .
Polyvinyl alcohol film.
Polyurethane resins.
Styrene block polymers.
Styrene-maleic anhydride copoly­

mers.
Styrene-methyl methacrylate co­

polymers.
Textryls.
Urea-formaldehyde resins in 

molded articles.
Vinyl chloride-ethylene copoly­

mers.
Vinyl chloride-hexene-1 copoly­

mers.
Vinyl chloride-lauryl vinyl ether 

copolymers.
Vinyl chloride-propylene copoly­

mers.
Subpart C— Substances for Use Only as Compo­

nents of Articles Intended for Repeated Use
177.2210

177.2250
177.2260
177.2280

177.2410
177.2420
177.2430
177.2450
177.2460

177.2470
177.2480
177.2490
177.2500
177.2510
177.2600

177.2710

177.2800
177.2910

Ethylene polymer, chlorosulfo- 
nated.

Filters, microporous polymeric.
Filters, resin-bonded.
4,4'-Isopropylidenediphenol - epi- 

chlorohydrin thermosetting 
epoxy resins.

Phenolic resins in molded articles.
Polyester resins, cross-linked.
Polyether resins, chlorinated.
Polyamlde-imide resins.
Poly (2,6 - dimethyl-1,4-phenylene) 

oxide resins.
Polyoxymethylene copolymer.
Polyoxymethylene homopolymer.
Polyphenylene sulfide resins.
Polysulfone resins.
Polyvinylidene fluoride resins.
Rubber articles intended for re­

peated use.
Styrene-divinylbenzene resins, 

cross-linked.
Textiles and textile fibers.
Ultra-filtration membranes.

A u t h o r i t y : Secs. 409 , 701, 52 Stat. 1055- 
1056 as amended, 72 Stat. 1785-1788 as 
amended (21 U.S.C. 348, 371), unless other­
wise noted.

Subpart A— [Reserved]
Subpart B— Substances for Use as Basic 

Components of Single and Repeated Use 
Food Contact Surfaces

§ 177.1010 Acrylic and modified acrylic 
plastics, semirigid and rigid.

Semirigid and rigid acrylic and modi­
fied acrylic plastics may .be safely used 
as articles intended for use in contact 
with food, in accordance with the follow­
ing prescribed conditions:

(a) The optional substances used in 
the formulation of the semirigid and 
rigid acrylic and modified acrylic plastics

include substances generally recognized 
as safe in food, substance used in accord­
ance with a prior sanction or approval, 
substances permitted for use in such 
plastics by regulations in Parts 170 
through 189 of this chapter, and sub­
stances identified in this paragraph. At 
least 50 weight-percent of the polymer 
content of the finished plastics shall 
consist of polymer units derived from 
one or more of the acrylic or methacrylic 
monomers listed in paragraph (a) (1) of 
this section.

(1) Homopolymers and copolymers of 
the following monomers:
n-Butyl acrylate. 
n-Butyl methacrylate.
Ethyl acrylate.
2-Ethylhexyl acrylate.
Ethyl methacrylate.
Methyl acrylate.
Methyl methacrylate.

(2) Copolymers produced by copoly­
merizing one or more of the monomers 
listed in paragraph (a) (1) of this sec­
tion with one or more of the following 
monomers:
Acrylonitrile.
Methacrylonitrile.
a-Methylstyrene.
Styrene.
Vinyl chloride.
Vinylidene chloride.

(3) Polymers identified in paragraph 
(a) (1) and (2) of this section contain­
ing no more than 5 weight-percent of 
total polymer units derived by copoly­
merization with one or more of the 
monomers listed in paragraph (a) (3) (i) 
and (ii) of this section. Monomers listed 
in paragraph (a) (3) (ii) of this section 
are limited to use only in plastic articles 
intended for repeated use in contact 
with food.

(i) List of minor monomers:
Acrylamide.
Acrylic acid.
1.3- Butylene glycol dimethacrylate.
1.4- Butylene glycol dimethacrylate. 
Diethylene glycol dimethacrylate. 
Diproplylene glycol dimethacrylate. — 
Divinylbenzene.
Ethylene glycol dimethacrylate.
Itaconic acid.
Methacrylic acid.
N-Methylolacrylamide.
jV-Methylolmethacrylamide.
4-Methyl-1,4-pentanediol dimethacrylate. 
Propylene glycol dimethacrylate. 
Trivinylbenzene.

(ii) List of minor monomers limited to 
use only in plastic articles intended for 
repeated use in contact with food:

iert-Butyl acrylate. 
teri-Butylaminoethyl methacrylate. 
sec-Butyl methacrylate.

—tert-Butyl methacrylate.
Cyclohexyl methacrylate. 
Dimethylaminoethyl methacrylate. 
2-Ethylhexyl methacrylate.
Hydroxyethyl methacrylate.
Hydroxyethyl vinyl sulfide.
Hydroxypropyl methacrylate.
Isobornyl .methacrylate.
Isobutyl methacrylate.
Isopropyl acrylate.
Isopropyl methacrylate.
Methacrylamide.
Methacrylamidoethylene urea. 
Methacryloxyacetamidoethylethylene urea. 
Methacryloxyacetic acid.
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»-Propyl methacrylate.
3 ,5 ,5 -Trlmethylcyclohexyl methacrylate.

(4) Polymers Identified in paragraph
(a)(1), (2), and (3) of this section are 
mixed together and/or with the follow- 

. ing polymers, provided that no chemical 
reactions, other than addition reactions, 
occur when they are mixed:

Butadiene-acrylonitrile copolymers. 
Butadiene-acrylonltrlle-styrene 

copolymers.
Butadiene - acrylonitrile - styrene - methyl 

methacryllc copolymers. 
Butadiene-styrene copolymers.
Butyl rubber 
Natural rubber.
Polybutadiene.
Poly (3-chloro-l,3rbutadlene).
Polyesters identified In S 175.300(b) (3) 

(vil) of th is chapter.
Polyvinyl chloride.
Vinyl chloride copolymers complying with 

§ 177.1980.
Vinyl chloride-vinyl acetate copolymers.
(5) Antioxidants and stabilizers iden­

tified in § 175.300(b) (3) (xxx) of this 
chapter and the following:
Di-tert-butyl-p-cresol.
2- Hydroxy-4-methoxybenzophenone.
2 - Hydroxy - 4 - methoxy - 2 - carboxyben- 

zophenone.
3- Hydroxyphenyl benzoate. 
p-Methoxyphenol.
Methyl salicylate.
Octadecyl 3,5-dl - terf-butyl - 4 -hydroxyhydro- 

clnnamate: For use only at levels not ex­
ceeding 0.01 percent by weight in rigid 
acrylic and modified acrylic plastics In­
tended for repeated food-contact use. 

Phenyl salicylate.
(6) Release agents: Patty acids de­

rived from animal and vegetable fats 
and oils, and fatty alcohols derived from 
such acids.

(7) , Surface active agent: Sodium do- 
decylbenzenesulfonate.

(8) Miscellaneous materials:
Di(2-ethylhexyl) phthalate, for use only as 
a flow promoter at a level not to exceed 3 
weight-percent based on the monomers. 

Dimethyl phthalate. .
Oxalic acid, for use only as a polymerization 

catalyst aid.
Tetraethylenepentamine, for use only as a 

catalyst activator at a level not to exceed
0.5 weight-percent based on the monomers. 

Toluene.
Xylene.

(b) The semirigid and rigid acrylic 
and modified acrylic plastics, in the 
finished form in which they are to con­
tact food, when extracted with the sol­
vent or solvents characterizing the type 
of food and under the conditions of time 
and temperature as determined from 
tables 1 and 2 of § 176.170(c) of this 
chapter, shall yield extractives not to ex­
ceed the following, when tested by the 
methods prescribed in paragraph (c) of 
this section:

(1) Total nonvolatile extractives not 
to exceed 0.3 milligram per square inch 
of surface tested.

(2) Potassium permanganate oxidiz- 
able distilled water and 8 and 50 percent 
alcohol extractives not to exceed an ab­
sorbance of 0.15.

(3) Ultraviolet-absorbing distilled 
water and 8 and 50 percent alcohol ex­
tractives not to exceed an absorbance of' 
0.30.

(4) Ultraviolet-absorbing n-heptane 
extractives not to exceed an absorbance 
of 0.10.

(c) Analytical methods—(1) Selec­
tion of extractability conditions. These 
are to be chosen as provided in § 176.170
(c) of this chapter.

(2) Preparation of samples. Suffi­
cient samples to allow duplicates of all 
applicable tests shall be cut from the 
articles or formed from the'plastic com­
position under tests, as strips about 2.5 
inches by about 0.85-inch wide by about 
0.125-inch thick. The total exposed sur­
face should be 5 square Inches ±0.5- 
square inch. The samples, after prepa­
ration, shall be washed with a clean 
brush under hot tapwater, rinsed under 
running hot tapwater (140* F  mini­
mum), rinsed with distilled water, and 
air-dried in a dust-free area or In a 
desiccator.

(3) Preparation of solvents. The 
water used shall be double-distilled 
water, prepared in a still using a block 
tin condenser. The 8 and 50 percent (by 
volume) alcohol solvents shall be pre­
pared from ethyl alcohol meeting the 
specifications of U.S.P. XVH and diluted 
with double-distilled water that has been 
prepared in a still using a tin block con­
denser. The n-heptane shall be spec- 
trophotometric grade. Adequate pre­
cautions must be taken to keep all sol­
vents dust-free.

(4) Blank values on solvents. (1) 
Duplicate determinations of residual 
solids shall be run on samples of each 
solvent that have been exposed to the 
temperature-time conditions of the ex­
traction test without tiie plastic sample. 
Sixty milliliters of exposed solvent is pi­
petted into a clean, weighed platinum 
dish, evaporated to 2-5 milliliters on a 
nonsparking, low-temperature hot plate 
and dried in 212° P oven for 30 minutes. 
The residue for each solvent shall be de­
termined by weight and the average resi­
due weight used as the blank value in the 
total solids determination set out in 
paragraph (c) of this section. The resi­
due for an acceptable solvent sample 
shall not exceed 0.5 milligram per 60 
milliliters.

(ii) For acceptability in the ultra­
violet absorbers test, a sample of each 
solvent shall be scanned in an ultraviolet 
spectrophotometer in 5-centimeter silica 
spectrophotometric absorption cells. 
The absorbance of the distilled water 
when measured versus air in the refer­
ence cell shall not exceed 0.03 at any 
point in the wavelength region of 245 to 
310 ra.fi. The absorbance of the 8 per­
cent alcohol when measured versus dis­
tilled water in the reference cell shall 
not exceed 0.01 at any point in the wave­
length region of 245 to 310 mp.. The 
absorbance of the 50 percent alcohol 
when measured versus distilled water in 
the reference cell shall not exceed 0.05 
at any point in the wavelength region of 
245 to 310 mfi. The absorbance of the

heptane when measured versus distilled 
water in the reference cell shall not ex­
ceed 0.15 at 245, 0.09 a t 260, 0.04 at 270, 
and 0.02 at any point in the wavelength 
region of 280 to 310 raft.

(iii) Duplicate ultraviolet blank de­
terminations shall be run on samples of 
each solvent that have been exposed to 
the temperature-time conditions of the 
extraction test without the plastic 
sample. An aliquot of the exposed sol­
vent shall be measured versus the un­
exposed solvent in the reference cell. 
The average difference in the absorb­
ances a t any wavelength in the region 
of 245 to 310 mu shall be used as a blank 
correction for the ultraviolet absorbers 
measured at the same wavelength ac­
cording to paragraph (c) (8) (ii) of this 
section.

(lv) The acceptability of the solvents 
for use in the permanganate test shall be 
determined by preparing duplicate per­
manganate test blanks according to par­
agraph (c) (7) (iv) of this section. For 
this test, the directions referring to the 
sample extract shall be disregarded. 
The blanks shall be scanned in 5-centi­
meter silica spectrophotometric cells in 
the spectrophotometer versus the appro­
priate solvent as reference. The ab­
sorbance in distilled water in the wave­
length region of 544 to 552 mfi should be 
1.16 but must not be less than 1.05 nor 
more than 1.25. The absorbance in the 
8 and 50 percent alcohol must not be 
lêss than 0.85 nor more than 1.15.

(v) Duplicate permanganate test de­
terminations shall be run on samples of 
distilled water and 8 and 50 percent al­
cohol solvents that have been exposed to 
the temperature-time conditions of the 
extraction test without the plastic 
sample. The procedure shall be as de­
scribed in paragraph (c) (7) (iv) of this 
section, except that the appropriate 
exposed solvent shall be substituted 
where the directions call for sample ex­
tract. The average difference in the ab­
sorbances in the region of 544 to 552 m/t 
shall be used as a blank correction for 
the determination of permanganate 
oxidizable extractives according to par­
agraph (c) (7) (iv) of this section.

(5) Extraction procedure. For each 
extraction, place a plastic sample in a 
clean 25 millimeters x 200 millimeters 
hard-glass test tube and add solvent 
equal to 10 milliliters of solvent per 
square inch of plastic surface. This 
amount will be between 45 milliliters and 
55 milliliters. The solvent must be pre­
equilibrated to the temperature of the 
extraction test. Close the test tube with 
a ground-glass stopper and expose to the 
specified temperature for the specified 
time. Cool the tube and contents to room 
temperature if necessary.

(6) Determination of total nonvola­
tile extractives. Remove the plastic strip 
from the solvent with a pair of clean 
forceps and wash the strip with 5 milli­
liters of the appropriate solvent, adding 
the washings to the contents of the test 
tube. Pour the contents of the test tube 
into a  clean, weighed platinum dish.
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Wash the tube with 5 milliliters of the 
appropriate solvent and add the solvent 
to the platinum dish. Evaporate the sol­
vent to 2-5 milliliters on a nonsparking, 
low-temperature hotplate. Complete the

evaporation In a 212* P oven for 30 
minutes. Cool the dish in a desiccator for 
30 minutes and weigh to the nearest 0.1 
milligram. Calculate the total nonvolatile 
extractives as follows:

■ i e — bMilligrams extractives per square men =  —— ; 

Extractives in parts per million = ^ ^ -^ (1 0 0 ) ,

where:
e= Total increase in weight of the dish, in milligrams. . . . . . . .  . , ,  . ..
6=Blank value of the solvent in milligrams, as determined in paragraph (c)(4)(i) of this section. 
s=Total surface of the plastic sample in square inches.

(7) Determination of potassium per­
manganate oxidizable extractives, (i) 
Pipettè 25 milliliters of distilled water 
into a clean 125-milliliter Erlenmeyer 
flask that has been rinsed several times 
with aliquots of distilled water. This is 
the blank. Prepare a distilled water so­
lution containing 1.0 part per million of 
p-methoxyphenol (melting point 54-56° 
C, Eastman grade or equivalent). Pi­
pette 25 milliliters of this p-methoxyphe- 
nol solution into a rinsed Erlenmeyer 
flask. Pipette exactly 3.0 milliliters of 
154 parts per million aqueous potassium 
permanganate solution into the p-meth- 
oxyphenol and exactly 3.0 milliliters 
into the blank, in that order. Swirl both 
flasks to mix the contents and then 
transfer aliquots from each flask into

matched 5-centimeter spectrophotomet- 
ric absorption cells. The cells are placed 
in the spectrophotometer cell compart­
ment with the p-methoxyphenol solu­
tion in the reference beam. Spectropho- 
tometric measurement is conducted as 
in paragraph (c) (7) (iv) of this section. 
The absorbance reading in the region 
544-552 m / x  should be 0.24 but must 
be not less than 0.12 nor more than 
0.36. This test shall be run in duplicate. 
For the purpose of ascertaining compli­
ance with the limitations in paragraph
(b) (2) of this section, the absorbance 
measurements obtained on the distilled 
water extracts according to paragraph
(c) (7) (iv) of this section shall be mul­
tiplied by a correction factor, calculated 
as follows:

______ . _______0.24,T - ■-— .— --------  - — Correction factor for water extracts.
Average of duplicate p-methoxyphenol absorbance 

determinations according to this paragraph (c)(7)
(i) of this section.

(ii) The procedure in paragraph (c)
(7) (i) of this section is repeated except 
that, in this instance, the solvent shall 
be 8 percent alcohol. The absorbance in 
the region 544—552 xop should be 0.26 but 
must be not less than 0.13 nor more than 
0.39. This test shall be run in duplicate. 
For the purpose of ascertaining compli­

ance with the limitations prescribed in 
paragraph (b) (2) of this section, the 
absorbance measurements obtained on 
the 8 percent alcohol extracts according 
to paragraph (c)(7)-(iv) of this section 
shall be multiplied by a correction fac­
tor, calculated as follows:

_________ _ -------:---------- —= Correction factor for aqueous 8 percent alcohol extracts.
Average of duplicate p-methoxy- 

phenol absorbance determina­
tion according to this paragraph 
(c)(7) (ii) of this section.

(iii) The procedure _ in paragraph
(c) (7) (i) of this section is repeated 
except that, in this instance, the 
solvent shall be 50 percent alcohol. The 
absorbance in the region 544-552 mp 
should be 0.25 but must be not less than 
0.12 nor more than 0.38. This test shall 
be run in duplicate. For the purpose of

ascertaining compliance with the limi­
tations prescribed in paragraph (b) (2) 
of this section, the absorbance measure­
ments obtained on the 50 percent alco­
hol extracts according to paragraph
(c) (7) (iv) of this section shall be mul­
tiplied by a correction factor, calculated 
as follows :

0.25

A v e ra g e  o f d u p l ic a te  p -m e th o x y p h e n o l a b s o rb a n c e  d e ­
te rm in a t io n s  a c co rd in g  to  p a ra g ra p h  (c)(7)(H ) of t h is  
sec tio n .

(iv) Water and 8 and 50 percent alco­
hol extracts. Pipette 25 milliliters of the 
appropriate solvent into a clean, 125- 
milliliter Erlenmeyer flask that has beai 
rinsed several times with aliquots of the 
same solvent. This is the blank. Into 
another similarly rinsed flask, pipette 25

C o rrec tio n  fac to r for 50 p e rc e n t  a q u e o u s  a lco h o l e x tra c ts .

milliliters of the sample extract that has 
been exposed under the conditions speci­
fied in paragraph (c) (5) of this section. 
Pipette exactly 3.0 milliliters of 154 parts 
per million aqueous potassium perman­
ganate solution into the sample and 
exactly 3.0 milliliters into the blank, in
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that order. Before use, the potassium 
permanganate solution shall be checked 
as in paragraph (c) (7) (i) of this section. 
Both flasks are swirled to mix the con­
tents, and then aliquots from each flask 
are .transferred to matched 5-centimeter 
spectrophotometric absorption cells. 
Both cells are placed in the spectro­
photometer cell compartment with the 
sample solution in the reference beam. 
The spectrophotometer is adjusted for 
0 and 100 percent transmittance at 700 
mu. The spectrum is scanned on the 
absorbance scale from 700 m^ to 500 
nut in such a way that the region 544 
m/t to 552 m/t is scanned within 5 min­
utes to 10 minutes of the time that per­
manganate was added to the solutions. 
The height of the absorbance peak shall 
be measured, corrected for the blank as’ 
determined in paragraph (c) (4) (v) of 
this section, and multiplied by the ap­
propriate correction factor determined 
according to paragraph (c) (7) (i), (ii),

and (iii) of this section. This test shall 
be run in duplicate and the two results 
averaged.

(8) Determination of ultraviolet-ab­
sorbing extractives, (i) A distilled water 
solution containing 1.0 part per million 
of p-methoxyphenol (melting point 54° 
C.-56* C. Eastman grade or equivalent) 
shall be scanned in the region 360 to 220 
m/t in 5-centimeter silica spectropho­
tometric absorption cells versus a dis­
tilled water reference. The absorbance 
a t the wavelength of maximum absorb­
ance (should be about 285 m^) is about 
0.11 but must be not less than 0.08 nor 
more than 0.14. This test shall be run 
in duplicate. For the purpose of ascer­
taining compliance with the limitations 
prescribed in paragraph (b) (3) and (4) 
of this section, the absorbance obtained 
on the extracts according to paragraph 
(c) (8) (ii) of this section shall be multi­
plied by a correction factor, calculated 
as follows:

an
7  —  “  7 — -------- --— ---------------- — ------------ = C o rre c tio n  fac to r  for u l tr a v io le t  a b so rb e rs  te s t .
A verage of d u p l ic a te  p -m e th o x y p h e n o l a b s o rb a n c e  d e te rm in a tio n s  

according  to  t h is  p a ra g ra p h  (c) (8) (i) o f  t h is  sec tio n .

(ii) An aliquot of the extract that has 
been exposed under the conditions spec­
ified in paragraph (c) (5) of this section 
is scanned in the wavelength region 360 
to 220 nu* versus the appropriate solvent 
reference in matched 5-centimeter silica 
spectrophotometric absorption cells. The 
height of any absorption peak shall be 
measured, corrected for the blank as de­
termined in paragraph (c) (4) (iii) of 
this section, and multiplied by the cor­
rection factor determined according to 
paragraph (c) (8) (i) of this section.

(d) In accordance with good manu­
facturing practice, finished semirigid 
and rigid acrylic and modified acrylic 
plastics intended for repeated use in 
contact with food shall be thoroughly 
cleansed prior to their first use in con­
tact with food.

(e) Acrylonitrile copolymers identified 
in this section shall comply with the 
provisions of § 180.22 of this chapter.
§ 177.1020 A crylonitrile/butadiene/sty­

rene copolymer.
Acrylonitrile/butadiene/styrene copol­

ymer identified in this section may be 
safely used as an article or component

of articles intended for use with all 
foods, except those containing alcohol, 
under conditions of use E, F, and G de­
scribed in table 2 of § 176.170 (o) of this 
chapter.

(a) Identity. For the purpose of this 
section, the acrylonitrile/butadiene/sty- 
rene copolymer consists of:

(1) Eighty-four to eighty-nine parts 
by weight of a matrix polymer contain­
ing 73 to 78 parts by weight of acrylo­
nitrile and 22 to 27 parts by weight of 
styrene; and

(2) Eleven to sixteen parts by weight 
of a grafted rubber consisting of (i) 8 to 
13 parts of butadiene/styrene elastomer 
containing 72 to 77 parts by weight of 
butadiene and 23 to 28 parts by weight 
of styrene and (ii) 3 to 8 parts by weight 
of a graft polymer having the same com­
position range as the matrix polymer.

(b) Adjuvants. The copolymer identi­
fied in paragraph (a) of this section may 
contain adjuvant substances required in 
its production. Such adjuvants may in­
clude substances generally recognized as 
safe in food, substances used in accord­
ance with prior sanction, substances per­
mitted in this part, and the following:

Substance
2-Mercaptoethanol...... .....

(c) Specifications. (1) Nitrogen coi 
tent of the copolymer is in the range < 
16 to 18.5 percent as determined t 
Micro-Kjeldahl analysis.

(2) Residual acrylonitrile monom< 
content of the finished copolymer articl 
Is not more than 11 parts per million i 
determined by a gas chromatograph 
method, available upon request from tl 
Commissioner of Food and Drugs.

(d) Extractive limitations. (1) Total 
Nonvolatile extractives not to exceed 
0.0005 milligram per square inch surface 

when the finished food contact 
article is exposed to distilled water, 3

L im ita tion s
The finished copolymer shall contain not more than 100 

ppm 2-mercaptoetbanol acrylonitrile adduct as deter­
mined by a method available upon request from the 
Commissioner of Food and Drugs.

percent acetic acid, or n-heptane for 8 
days at 120° F.

(2) The finished food-contact article 
shall yield not more than 0.0015 milli­
gram per square inch of acrylonitrile 
monomer when exposed to distilled water 
and 3 percent acetic acid a t 150° F  for 
15 days when analyzed by a polaro- 
graphic method, available upon request 
from the Division of Food and Color 
Additives, HFF-330, 200 C St., SW., 
Washington, DC 20204.

(e) Acrylonitrile copolymers identified 
in this section shall comply with the 
provisions of § 180.22 of this chapter.

(Secs. 201 (s), 409, 701(a), 52 Stat. 1055, 72 
Stat. 1784-1788 ( 21 U.S.C. 321(s), 348, 371 
(»)>•)

Note: § 177.1020 (formerly § 121.2633) In­
sofar as It permits an acrylonitrile/buta- 
dlene/styrene copolymer to be used to fabri­
cate beverage containers, was stayed by an 
order published in the F e d e r a l  R e g i s t e r  of 
March 11,1977 (42 FR 13546).

§ 177.1030 Acrylonitrile/butadiene/sty­
ren e/ methyl methacrylate copoly­
mer.

Acrylonitrile/butadiene/styrene/meth- 
yl methacrylate copolymer identified in 
this section may be safely used as an 
article or component of articles intended 
for use with food identified in table 1 of 
§ 176.170(c) of this chapter as type I, 
H, m , IVA, IVB, V, VIB, (except bot­
tles intended to hold carbonated bever­
ages) , VTIA, VIIB, VUE and IX, under 
conditions of use C, D, E, F, and G 
described in table 2 of § 176.170(c) of 
this chapter with a high temperature 
limitation of 190° F.

(a) Identity. For the purpose of 
this section, acrylonitrile/butadiene/sty- 
rene/methyl methacrylate copolymer 
consists of: (1) 73 to 79 parts by weight 
of a matrix polymer containing 64 to 69 
parts by weight of acrylonitrile, 25 to 30 
parts by weight of styrene and 4 to 6 
parts by weight of methyl methacrylate; 
and (2) 21 to 27 parts by weight of a 
grafted rubber consisting of (i) 16 to 20 
parts of butadiene/styrene/elastomer 
containing 72 to 77 parts by weight Of 
butadiene and 23 to 28 parts by weight 
of styrene mid (ii) 5 to 10 parts by 
weight of a graft polymer having the 
same composition range as the matrix 
polymer.

(b) Adjuvants. The copolymer identi- ' 
fled in paragraph (a) of this section may 
contain adjuvant substances required in 
its production. Such adjuvants may in­
clude substances generally recognized as 
safe in food, substances used in accord­
ance with prior sanction, substances per­
mitted under applicable regulations in 
this part, and the following:

Substances Limitations
2 - Mercaptoethanol. The finished copoly- 

„ mer shaU contain
not more than 800 
ppm 2-mercapto­
ethanol - acryloni­
trile adduct as de­
termined by a 
method available 
upon request from 
the Commissioner 
of Food and 
Drugs.

(c) Specifications. (1) Nitrogen con­
tent of the copolymer is in the range of
13.0 to 16.0 percent as determined by 
Micro-Kjeldahl analysis.

(2) Residual acrylonitrile monomer 
content of the finished copolymer arti­
cles is not more than 11 parts per million 
as determined by a gas chromatographic 
method available upon request from the 
Food and Drug Administration, Bureau 
of Foods, Division of Food and Color Ad-
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ditives (HFF-330), 200 C St. SW., 
Washington, DC 20204.

(d) ■ .Extractive limitations. (1) Total 
nonvolatile extractives not to exceed 
0.0005 milligram per square inch surface 
area of the food-contact article when ex­
posed to distilled water, 3 percent acetic 
acid, 50 percent ethanol, and «-heptane 
for 10 days a t 120° F.

(2) The finished food-contact article 
shall yield not more than 0.0025 milli­
gram per square inch of acrylonitrile 
monomer when exposed to distilled 
water, 3 percent acetic acid and «- 
heptane at 190° F for 2 hours, cooled to 
120° F (80 to 90 minutes) and main­
tained at 120° F  for 10 days when ana­
lyzed by a  polarographic method avail­
able upon request from the Food and 
Drug Administration, Bureau of Foods, 
Division of Food and Color Additives 
(HFF-330), 200 C St., SW., Washington, 
DC 20204.

(e) Acrylonitrile copolymers identified 
in this section shall comply with the 
provisions of § 180.22 of this chapter.

N o t e : f 177.1030 (formerly S 121.2627), In­
sofar as it permits an acrylonltrile/buta- 
diene/styrene/metbyl methacrylate copoly­
mer to be used to fabricate beverage con­
tainers, was stayed by an order published in 
the F e d e r a l  R e g i s t e r  of March 11, 1977 (42 
FR 13546).
§ 177.1040 Acrylonitrile/styrene copoly­

mer.
Acrylonitrile/styrene copolymers iden­

tified in this section may be safely used 
as a component of packaging materials 
subject to the provisions of this section.

(a) Identity. For the purposes of this 
- section acrylonitrile/styrene copoly­
mers are basic copolymers meeting the 
specifications prescribed in paragraph
(c) of this section.

(b) Adjuvants. (1) The copolymers

identified in paragraph (c) of this sec­
tion may contain adjuvant substances 
required in their production, with the 
exception that they shall not contain 
mercaptans or other substances which 
form reversible complexes with acrylo­
nitrile monomer. Permissible adjuvants 
may include substances generally recog­
nized as safe in food, substances used in 
accordance with prior sanction, sub­
stances permitted under applicable regu­
lations in this part, and those authorized 
in paragraph (b) (2) of this section.

(2) The optional adjuvants for the 
acrylonitrile/styrene copolymer identi­
fied in paragraph (c) (1) of this section 
are as follows:

Substances Limitation
•Condensation polymer of----- 0.15 pet

toluene sulfonamide and maximum 
formaldehyde.
(c) Specifications.

Acrylonitrile styrene copolymers
Maximum residual Nitrogenacrylonitrile monomer content of 
content of finished copolymer

article
Marl-mum extractable fractions at specified tempera- Conformance with tures and times certain specifications

1. Acrylonitrile/styrene copolymer consisting of the 80 p/m
copolymer produced by polymerization of 86-72 
parts by weight of acrylonitrile and 23-34 parts 
by weight of styrene; for use with food of type vT-B 
identified in table 1 of sec. 176.170(c) of this chapter 
under conditions of use C, D, E, F, G described in 
table 2 of sec. 176.170(c) of this chapter.

2. Acrylonitrile/styrene copolymer consisting Qf the 60 p/m
copolymer produced by polymerization of 45-65 
parts by weight of acrylonitrile and 35-55 parts by 
weight of styrene; for use with food of types I, II,
III, IV, V, VI (except bottles), VII, VIII, and IX 
identified in table 1 of sec. 176.170(c) of this chapter 
under conditions B (not to exceed 200° F), C, D,
E, F, G described in table 2 of sec. 176.170(c) of this 
chapter.

17.4 to 19 pet.. Total nonvolatile extractives not to exceed 0.01 mg/ in* surface area of the food contact article when 
exposed to distilled water and 3 pet acetic acid for 10 d at 150° F.The extracted copolymer shall not exceed 0.001 mg/ 

in* surface area of the food contact article when ex­
posed to distilled water and 3 pet acetic acid for 10 
d at 150° F.*__12.2 to 17.2 pet. Extracted copolymer not to exceed 2.0 p.p.m. in aque­ous extractor n-heptane extract obtained when 100-g 
sample of the baric copolymer in the form of par­
ticles of a size that will pass through a U.8. Stand­
ard Sieve No. 6 and that will be held on a U.S. 
Standard Sieve No. 10 is extracted with 250 mil of 
deionized water- or reagent grade n-heptane at reflux'temperature for 2h.*

Minimum number average molecular weight is 30,000.*

Minimum 10 pet solu­tion viscosity at 25° C is 10 cP.*

•Method available from: Food and Drug Administration, Bureau of Foods, Division of Food and Color Additives (HFF-330), 200 C St. SW., Washington, D.C. 20204.

(d) Interim listing. Acrylonitrile co­
polymers identified In this section shall 
comply with the provisions of § 180.22 of 
this chapter.

N o t e : § 177.1040 (formerly § 121.2629), in­
sofar as it  permits an acrylonitrile/styrene 
copolymer to be used to fabricate beverage 
containers, was stayed by an order published 
in the F e d e r a l  R e g i s t e r  of March 11, 1977 
(42 FR 13546).
§ 177.1050 A c ry lo n itrile / sty re n e  co p o ly­

m e r m o d ified  w ith  b u ta d ie n e /sty re n e  
e lasto m er.

Acrylonitrile/styrene copolymer modi­
fied with butadiene/styrene elastomer 
identified in this section may be safely 
used as a component of bottles intended 
for use with foods identified in table I 
of § 176.170(c) of this chapter as type 
VT-B under conditions for use E, F, or G 
described in table 2 of § 176.170(c) of this 
chapter.

(a) Identity. For the purpose of this 
section, acrylonitrile/styrene copolymer 
modified with butadiene/styrene elasto­
mer consists of a blend of:

(1) 82-88 parts by weight of a matrix 
copolymer produced by polymerization of 
77-82 parts by weight of acrylonitrile and 
18-23 parts of styrene; and

(2) 12-18 parts by weight of a grafted 
rubber consisting of (i) 8-12 parts of 
butadiene/styrene elastomer containing 
77-82 parts by weight of butadiene and

18-23 parts by weight of styrene and (ii) 
4-6 parts by weight of a graft copolymer 
consisting of 70-77 parts by weight of 
acrylonitrile and 23-30 parts by weight 
of styrene.

(b) Adjuvants. The modified copoly­
mer identified in paragraph (ay of this 
section may contain adjuvant substances 
required in its production. Such adju­
vants may include substances generally 
recognized as safe in food, substances 
used in accordance with prior sanction, 
substances permitted under applicable 
regulations in this part, and the follow­
ing:

Substances Limitations
n-Dodecylmercaptan _ The finished copoly­

mer shall contain 
not more than 500 
parts per million 
(ppm) dodecyl- 
mercaptan as 
dodecylmercapto- 
ipropionitrile as 
determined by a 
method available 
upon request from 
the Commissioner 
of Food and Drugs.

(c) Specifications. (1) Nitrogen con­
tent of the modified copolymer is in the 
range of 17.7-19.8 percent.

(2) Intrinsic viscosity of the matrix 
copolymer in butyrolactone is not less 
than 0.5 deciliter/gram at 35° C, as de­

termined by a method available upon re­
quest from the Food and Drug Adminis­
tration, Bureau of Foods, Division of 
Food and Color Additives (HFF-330), 200 
C St. SW., Washington, D.C. 20204.

(3) Residual acrylonitrile monomer 
content of the modified copolymer arti­
cles‘is not more than 11 ppm as deter­
mined by a gas chromatographic method 
available upon request from the Com­
missioner of Food and Drugs.

(d) Extractives limitations. The fol­
lowing extractives limitations are deter­
mined by an infrared spectrophotometrie 
method, available upon request from the 
Commissioner of Food and Drugs, and 
are applicable to the modified copolymers 
in the form of particles of a size th a t  will 
pass through a U.S. Standard Sieve No. 6 
and that will be held on a U.S. Standard
Sieve No. 10:

(1) The extracted copolymer shall not 
exceed 2.0 ppm in aqueous extract ob­
tained when a 100-gram sample of co­
polymer is extracted with 250 milliliters 
of freshly distilled water at reflux tem­
perature for 2 hours.

(2) The extracted coplymer shall not 
exceed 0.5 ppm in n-heptane when a 
100-gram sample of the basic copolymer 
is extracted with 250 milliliters spectral 
grade n-heptane a t reflux temperature
f n t »  O  A i i w e

(e) Accelerated extraction end test. 
The modified copolymer shall yield aery-
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lonltrlle monomer not In excess of 0.4 
ppm when tested as follows:

(1) The modified copolymer shall be in 
the form pf eight strips V2 inch by 4 
inches by .03 inch.

(2.) The modified copolymer strips 
shall be immersed in 225 milliliters of 
3 percent acetic acid in a Pyrex glass 
pressure bottle.

(3) The pyrex glass pressure bottle is 
then sealed and heated to 150° F in 
either a circulating air oven or a thermo­
stat controlled bath for a period of 8 
days.

(4) The Pyrex glass pressure bottle is 
then removed from the oven or bath 
and cooled to room temperature. A sam­
ple of the extracting solvent is then with­
drawn and analyzed for acrylonitrile 
monomer by a gas chromatographic 
method available upon request from the 
Commissioner of Food and Drugs.

(f) Acrylonitrile copolymers identified 
in this section shall comply with the pro­
visions of § 180.22 of this chapter.

N o t e : § 177.1050 (formerly $ 121.2625), In­
sofar as it permits an acrylonitrile/styrene 
copolymer modified with butadlene/styrene 
elastomer to be used to fabricate beverage 
containers, was stayed by an order published 
in  the F e d e r a l  R e g i s t e r  of March 11, 1977 
42 FR 13546).

Acrylonitrile-butadiene copolymer resins_____________
Acrylonitrile-butadiene-styrene copolymer resins . I I I  IIII
Acrylonitrile-styrene copolymer resins_______________I
Acrylonitrile-vinyl chloride copolymer resins__________
JV-Acyl sarcosines where the acyl group is lauroyl or 

stearoyl.

Alkyl ketene dimers identified in 1170.120 of this chapter.
Aluminum hydroxide__________________________
Aluminum silicate_____ ;______ _____I___IIIII I ..II I II I
Ammonium persulfate___________  IIIIIIIIIII__IIII
Ammonium sulfate____________’__________ _______
Behenamide___________ ;____ - - ~ ~  „
Butadiene-styrene copolymer_______ I . I . . . I ____”
1,3-Butanediol________________________ I-IIIIIIIII .I
n-Butyl acetate_____ _____________ I._ IIIIIIIIIIII"
n-Butyl alcohol___ __________ ________ _ _ __I__II
Calcium ethyl acetoacetate______________I__'I___
Calcium stearoyl-2-lactylate identified in 5172.844 of this 

chapter.
Carboxymethyl hydroxyethylcellulose polymer................
Castor oil, hydrogenated___________ ___________
Castor oil phthalate with adipic acid and fumaric acid- 

diethylene glycol polyester. *
Castor oil phthalate, hydrogenated__________________
Castor oil, sulfonated, sodium salt_______ _____ _____
Cellulose acetate butyrate__ ____________________
Cellulose acetate propionate____________________I_II
Cetyl alcohol_____________________ __________ .—II
Clay, natural______________ £______ IIIIIIIIIIIIIIIII
Coconut oil fatty acid (Cm-C») diethanolamide, coconut 

oil fatty acid (Cu-Cn) diethanolamine soap, and die­
thanolamine mixture having total alkali (calculated as 
potassium hydroxide) of 10-18% and having an acid 
number of25-85.

Copal resin, heat processed________________________
Damar resin___________ ________________ ____I ' l l ”!
Defoaming agents identified in § 170.200 of this chapter.. 
Dialkyl ketones where the alkyl groups are lauryl or 

stearyl.
Dibutylphthalate______________ . . . ___
Dicyclohexyl phthalate____________. . . ___L_________
Diethylene glycol ester of the adduct of terpene and maleic 

anhydride. *
Di(2-ethylhexyl) adipate___________________________
Di(2-ethylhexyl) phthalate......................r . .................... .
Diisobutyl phthalate.____________________________
Dimethylcyclohexyl phthalate______________________
Dimethylcualkyl (Ct-Cu) ammonium chloride________
Di-n-ocyltin bis(2-ethylhexyl maleate)__________ _____

§ 177.1200 Cellophane.
Cellophane may be safely used for 

packaging food in accordance with the 
following prescribed conditions:

(a) Cellophane consists of a base sheet 
made from regenerated cellulose to 
which have been added certain optional 
substances of a grade of purity suitable 
for use in food packaging as constituents 
of the base sheet or as coatings applied 
to impart desired technological proper­
ties.

(b) Subject to any limitations pre­
scribed in this part, the optional sub­
stances used in the base sheet and coat­
ing may include:

(1) Substances generally recognized 
as safe in food.

(2) Substances for which prior ap­
proval or sanctions permit their use in 
cellophane, under conditions specified in 
such sanctions and substances listed in 
§ 181.22 of this chapter.

(3) Substances that by any regulation 
promulgated under section 409 of the act 
may be safely used as components of 
cellophane.

(4) Substances named in this section 
and further identified as required.

(c) List of substances:
Lim itations (residue and lim its of addition expressed as 

percent by weight of finished packaging cellophane)
As the basic polymer.Do.Do.Do.For use only as release agents in coatings at levels not to exceed a total of 0.3 percent by weight of the finished packaging cellophane.

As the basic polymer.
0.1 percent.Do.
Not to exceed 0.5 percent weight of cellophane.

As the basic polymer.
Alone or in combination with other phthalates where total phthalates do not exceed 5 percent.

For use only as an adjuvant employed during the processing of cellulose pulp used in the manufacture of cellophane base sheet.

As basic resin.

Not to exceed a total of 0.35 percent.
Alone or in combination with other phthalates where total phthalates do not exceed 5 percent.Do. •

Alone or in combination with other phthalates where total phthalates do not exceed 5 percent.Alone or in combination with other phthalates where total phthalates do not exceed 5 percent.Do.
0.005 percent for use only as a flocculant for slip agents.For use only as a stabilizer at a level not to exceed 0.55 percent by weight of the coating solids in vinylidene chloride copolymer waterproof coatings prepared from vinylidene chloride copolymers identified in this paragraph, provided that such vinylidene chloride copolymers contain not less than 90 percent by weight of polymer units derived from vinylidene chloride.
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Limitation» (residue and limits of addition ex­

pressed as percent by weight of finished pack­
aging cellophane)

JV.AT'-Dioleoylethylenediamine, iVj.ZV'-dilinoleoylethylene- diamine, and JV-oleoyl-N'-linoleoylethylene-diamine mixture produced when tall Oil fatty acids are made to react with ethylenediamlne such that the finished mixture has a melting point of 212°-228° F, as determined by A 8T M  Method D  127-60, and an acid value of 10 maximum.N,N'-Dioleoylethylenediaimne (Â iV'-ethylenebisoleam- 
ide).Disodium E D T A .-- ------...-------- ---------Distearic acid ester of di (hydroxyethyl) diethylene- triamine monoacetate.iV.jV'-Distearoylethylenediamine (JV.lV'ethylenebisstear- 
amide).Epoxidized polybutadiene ...______ .1--- --------

Erucamide--------.-------- ----------- --- -Ethyl acetate____— ~I__;------------- -----;---Ethylene-vinyl acetate copolymers complying with § 177.1350.
2-Ethylhexyl alcohol_____ £__.__________________Fatty acids derived from animal and vegetable fats and oils, and the following salts of such acids, single or mixed: Aluminum, ammonium, calcium, magnesium, potas­sium, sodium.Ferrous ammonium sulfate__...._________________Fumaric acid____.__________________ ________Glycerin-maleic anhydride______________________Glycerol diacetate______ ____________________Glycerol monoacetate_________._________________Hydroxyethyl cellulose, water-insoluble------------Hydroxypropyl cellulose identified in $ 172.870 of this chapter.Isopropyl acetate___________________,_________Isopropyl alcohol_________ _____________ ______Itaconic acid___ ,___ _____________________-----Lanolin________ ;___ __________________ ______Lauryl alcohol................... -............Lauryl sulfate salts: ammonium, magnesium, potassium, sodium.Maleic acid____ __________ ___ ______________Maleic acid adduct of butadienestyrene copolymer....-Melamine formaldehyde____________ ____________Melamine-formaldehyde modified with one or more of the following: Butyl alcohol, diaminopropane, dieth- ylenetriamine, ethyl alcohol, guanidine, imino-bis- butylamine, imino-bis-ethylamine, imino-bis-propyl- amine, methyl alcohol, polyamines made by reacting - ethylenediamine or trimethylenediamine with dichlo- roethane or dichloropropane, sulfanilic acid, tetra- ethylenepentamine, triethanolamine, triethylenetetra- 
mine.Methyl ethyl ketonel___ ---------------------Methyl hydrogen siloxane___ .. T......... .... ....a-Methylstyrene-vinyltoluene copolymer resins (molar ratio 1 («-methylstyrene to 3 vinyltoluene)..Mineral oil, white....... ........ ....... ......Naphthalenesulfonic acid-formaldehyde condensate, so­
dium salt.Nitrocellulose, 10.9 percent-12.2 percent nitrogen..-----Nylon resins complying with $ 177.1500.............»-Octyl alcohol.. ....... — ...................

0.5 percent.

0.06 percent.

For use only as a primer subcoat to anchor surface coat­
ings to the base sheet.

0.1 percent for use only as lubricant.

As the basic polymer.

Besidue limit 0.1 percent.
Do.

1 percent.

As the basic polymer.
As the basic polymer, and used as a resin to anchor 

coatings to substrate.

Besidue limit 0.1 percent.
0.1 percent as the basic polymer.

0.1 percent, for use only as an emulsifier.

For use only as a defoaming agent in the manufacture 
of cellophane base sheet.

Olefin copolymers complying with § 177.1520---------Oleic acid reacted with N-alkyl trimethylenediamine 
(alkyl Cn to C m).Oleic acid, sulfonated, sodium salt............. ...-Oleyl palmitamide...... ...1.......------ --- ...N.N'-Oleoyl-stearylethylenediamine (Ar-(2-stearoylami- 
noethyl)oleamide).Paraffin, synthetic, complying with § 175.250 of this chapter.

P oly ve^^rom dimerized vegetable" oil FOTUsToffiy in cellophane coatings that contact food
acids (containing not more than 20 percent of monomer at temperatures not to exceed room temperature.
acids) and ethylenediamlne as the basic resin. _ ," , . _, . +Vl.+Polyamide resins having a maximum acid value of 5 and As the basic resin, for use only lh coatings that contact a maximum amine value of 8.5 derived from dimerized food at temperatures not to exceed ̂ “ temperaturevegetable oil acids (containing not more than 10 percent provided that the ^^^tmtion^of the polyemiaemonomer acids), ethylenediamine, and 4,4-bis(4- resins in the finished food-contact coatogdMS nothydroxyphenyl)pentanoic acid (in an amount not to exceed 5 milligrams per square inch of food-contact
exceed 10 percent by weight of said polyamide resins). surface.Polybutadiene resin (molcular weight range 2,000-10,200; For use only as an adjuvant in Vinylidene chloride 
bromine number range 210-320). copolymer coatings.Polycarbonate resins complying with § 177.1580-- ..---Polyester resin formed by the reaction of the methyl , ester of rosin, phthalic anhydride, maleic anhydride, and ethylene glycol, such that the polyester resin has an acid number of 4 to 11, a drop-softening point of 70° C-92° C,- and a color of K  dr paler. „

Polyethylene............................ .....Polyethyleneaminostearamide ethyl sulfate produced 0.1 percent, when stearic acid is made to react with equal parts of diethylenetriamine and triethylenetetramine and the reaction product is quaternized with diethyl sulfate.Polyethylene glycol (400) monolaurate-- ....--------Polyethylene glycol (600) monolaurate— ------------Polyethylene glycol (400) monooleate— ----------- -Polyethylene glycol (600) monooleate....... ..... .Polyethylene glycol (400) monostearate...— .— ....—Polyethyleneglycol (600) monostearate........... — -Polyethylene, oxidized; complying with the identity
Pdv^hvlenimine177'1620(a)‘ .....- As the basic polymer, for use as aresin to anchor coatingsi'oiyetnyienimme................... to the substrate and for use as an impregnant in the

food-contact surface of regenerated cellulose!sheet in an amount not to exceed that required to improve heat- sealable bonding between coated and uncoated sides 
of cellophane.
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Polyisobutylene complying with } 177.1420...........Polyoxypropylene-polyoiyethylene block polymers (molecular weight 1,900-0,000).
Polypropylene complying with § 177.1520............Polystyrene._________ ____ ¡,_________________Polyvinyl acetate____________ _________ 1111111” !Polyvinyl alcohol (minimum viscosity oi 4 percent aque­ous solution at 20° C of 4 centipoises).Polyvinyl chloride_____ ...... ....... ....Polyvinyl stearate...____........._________ !!!!!!!»-Propyl acetate............ .... .... 1___........n-Propyl alcohol.. .... ................. ...Rapeseed oil, blown_______ ___ ____________ ____Rosins and rosin derivatives as provided in § 178.3870 of this chapter.Rubber, natural (natural latex solids).. ....... .Silica__ _________ ______ ______ ___ _________Silicic acid______ __ Se §•_. _..;̂  |.2... .!.„..!.” !!'Sodium m-bisulfite,________________ ___ ______ _Sodium dioctyl suliosuccinate..._____ __-r________Sodium dodecylbenzenesulfonate_________ _______ •_Sodium lauroyl sarcosinate___ ______________
Sodium oleyl sulfate-sodium cetyl sulfate mixture_____

Sodium-silicate..  ........ ..... ..... .....„ _
Sodium stearoyl-2-lactylate identified in § 172.846 of this chapter.Sodium sulfate________ ...__■___ ..... ...... .Sodium sulfite_____________    !!!!!Spermaceti wax.......... ............. .......Stannous oleate............     _!_.2-Stearamido-ethyI stearate________________i____Stearyl alcohol...______ _____ _______ r_...._______Styrene-maleic anhydride resins___ _____________...Terpene resins identified in § 172.615 of this chapter... !Tetrahydrofuran_____________ ____ __ 1________Titanium dioxide.....:____________   ....!..!!!!Toluene__........         t__
Toluene sulfonamide formaldehyde_____________ /!__Triethylene glycol__ _____%_____ ___ ________...
Triethylene glycol diacetate, prepared from triethylene glycol containing not more than 0.1 percent of diethylene glycol.
2,2,4-Trimethyl-l,3 pentanediol diisobutyrate__ ______

Urea (carbamide)..'_______________ ______ 1.......Urea formaldehyde.._______;!___________ _______Urea formaldehyde modified with methanol, ethanol, butanol diethylenetriamine, triethylenetetramine, tetra- ethylenepentamine, guanidine, sodium sulfite, sulfanilic acid, imino-bis-ethylamine, imino-bis-propylamine, imino-bis-butylamine, .diaminopropane, • diaminobu- tane, aminomethylsulfonic acid, polyamines made by reacting ethylenediamine or trimethylenediamine with dichloroethane or dichloropropane.Vinyl acetate-vinyl chloride copolymer resins....Vinyl acetate-vinyl chloride-maleic acid copolymer resins. Vinylidene chloride copolymerized with one or more of the following: Acrylic acid, acrylonitrile, butyl acrylate, butyl methacrylate, ethyl acrylate, 2-ethylhexyl acrylate, 2-ethylhexyl methacrylate, ethyl methacrylate, itaconic acid, methyacrylic acid, methyl acrylate, methyl methacrylate, propyl acrylate, propyl methac­rylate, vinyl chloride. --Vinylidene chloride-methacrylate decyloctyl copolymer.. Wax, petroleum, complying with § 178.3710 of this chapter.

Limitation« (residue and limits of addition ea- 
pressed as percent by weight of finished pack­
aging cellophane)

For u n  as an adjuvant employed during the processing 
of cellulose pulp used in the manufacture of cellophane base sheet.

As the basic polymer.Do.

As the basic polymer.Do.Residue limit 0.1 percent. Do.

0.35 percent; for use only in vinylidene chloride copolymer coatings.For use only as an emulsifier tor coatings; limit 0.005 percent where coating is applied to one side only and 
0.01 percent where coating is applied to both sides.

Not to exceed 0.5 percent weight of cellophane.

As the basic polymer.
Residue limit of 0.1 percent.
Residue limit of 0.1 percent.
0.6 percent as the basic polymer.

For use only in cellophane coatings and limited to use at a level not to exceed 10 percent by weight of the coating solids except when used as provided in § 178.3740 of this chapter.
As the basic polymer.
As the basic polymer, and used as a resin' to anchor coatings to the subtrate.

As the basic polymer. Do.Do.

Do.

(d) Any optional component listed in 
this section covered by a specific food 
additive regulation must meet any speci­
fications in that regulation.

(e) Acrylonitrile copqlymers identified 
in this section shall comply with the 
provisions of § 180.22 of this chapter.
§ 177.1210 Closures with sealing gaskets 

for food containers.
Closures with sealing gaskets may be 

safely used on containers intended for 
use in producing, manufacturing, pack­
ing, processing, preparing, treating, 
packaging, transporting, or holding food 
in accordance with the following pre­
scribed conditions:

(a) Closures for food containers are 
manufactured from substances generally 
recognized as safe for contact with food; 
substances that are subject to the pro­
visions of prior sanctions; substances 
authorized by regulations in Parts 174, 
175, 176, 177, 178 and § 179.45 of this

chapter; and closure-sealing gaskets, as 
further prescribed in this section. ,

(b) Closure-sealing gaskets and over­
all discs are formulated from substances 
identified in §175.300(b) of this chapter, 
with the exception of paragraph (b> (3)
(v), (xxxi), and (xxxii) of that section, 
and from other optional substances, in­
cluding the following:

(1) Substances generally recognized as 
safe in food.

(2) Substances used in accordance 
with the provisions of a prior sanction 
or approval within the meaning of sec­
tion 201 (s) of the act.

(3) Substances that are the subject of 
regulations in Parts 174,175,176,177,178 
and § 179.45 of this chapter and used 
in accordance with the conditions pre­
scribed.

(4) Substances identified in para­
graph (b) (5) of this section, used in 
amounts not to exceed those required to 
accomplish the intended physical or
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technical effect and in conformance with 
any limitation provided; and further 
provided that any substance employed 
in the production of closure-sealing gas­
ket compositions that is the subject of 
a regulation in Parts 174, 175, 176 -̂177,

178 and § 179.45 of this chapter conforms 
with the identity or specifications pre­
scribed.

(5) Substances that may be employed 
in the manufacture of closure-sealing 
gaskets include:

Table 1
L im itations (expressed as percent by weight o f closure- 

L is t  o f substances sealing gasket composition)
Arachidyl-behenyl amide (C20-C22 iatty acid amides)... 5 percent.Azodicarbonamide............. .........------  2 percent.Balata rubber...................— ... .... . _Benzyl alcohol....... ............... ........  1 percent.1,3-Butanediol............................. .Calcium tin stearate___________ ______---------  2 percent.Calcium zinc stearate..... ........ ....... _ -...  2 percent. _Carbon, activated... ........ ...........'.___  1 percent.Castor oil, hydrogenated......... ............. . 2 percent. rChlorinated isobutylene-isoprene copolymers complying with § 177.1420.Coco amide (coconut oil iatty acids amides)... ...... 2 percent.Cork (cleaned, granulated)............... .......Dibenzamide phenyl disulfide_______.........____ _ 1 percent; for use only in vulcanized natural or syntheticrubber gasket compositions. -Di(C7,C«-alkyl) adipate.......... ......:________  Complying with § 178.3740 of this chapter; except th»,there is no limitation on polymer thickness.
Di-2-ethylhexyl adipate................. ........Di-2-ethylhexyl sebacate.... .... ........ .... . 2 percent. .Dihexyl ester of sodium sulfosuccinate______ ___ _ 1 percent.Diisodecyl phthalate ..................... ....  No limitation on amount used but for use only in closure-• sealing gasket compositions used in contact with non­fatty foods containing no more than 8 percent of alcohol.Di-0-naphthyl-»-phenylenediamine........... ....  1 percent.Dipentamethylenethiuramtetrasulfide....._________ 0.4 percent; for use only in vulcanized natural or syn­thetic-rubber gasket compositions.
Eicosane (technical grade) (water-white mixture of pre­dominantly straight-chain paraffin hydrocarbons aver­aging 20 carbon atoms per molecule). • .Epoxidized linseed oil. 1________ — __________ ___Epoxidized linseed oil modified with trimellitic anhy­dride.Epoxidized safflower oil____ 1.....................Epoxidized safflower oil modified with trimellitic anhy­
dride.Epoxidized soybean oil modified with trimellitic anhy­dride.Erucylamide___ ______ _______________ ____ ... 5 percent.Ethylene-propylene copolymer-------------------Ethylene-propylene modified copolymer elastomers pro­duced when ethylene and propylene are copolymerized with 5-methylene-2-norbomene and/or 5-ethylidine-2- norbornene. The finished copolymer elastomers so pro­duced shall contain not more than 5 weight-percent of total polymer units derived from 5-methylene-2-nor- bornene and/or 5-ethylidine-2-norbornene, and shall have a minimum viscosity average molecular weight of 
120,000 as determined by the method described in § 177.1520(d)(5), and a minimum Mooney viscosity of 35 as determined by the method described in § 177.1520 (d)(6).Ethylene-vinyl acetate copolymer...... ....... ...Glyceryl mono-12-hydroxystearate (hydrogenated gly­ceryl ricinoleate). 2 percent.Gutta-percha________ ________ t... ......-...Hexamethylenetetramine___________ -...........  1 percent.Hexylene glycol............... ....... .......  0.5 percent.Isobutylene-isoprene copolymers complying with § 177.- 
1420.Maleic anhydride-polyethylene copolymer..... .....  5 percent.Maleic anhydride-styrene copolymer..... ..... .’.... 5 percent.2,2'-Methylenebis[6-(l-methylcyclohexyl)-p-cresol]...... 1 percent.Naphthalene sulfonic acid-formaldehyde condesnate, sodium salt. 0.2 percent. ,Natural rubber (crepe, latex, mechanical dispersions)--  0.5 percent.a-ci*-9-Octadecenyl-o7Ji«0'a-hydroxypoly (oxyethylene); the octadecenyl group is derived from oleyl alcohol and the poly (oxyethylene) content averages 20 moles.Oleyl alcohol........... ......— ...............  1 percent.4,4'-Oxybis (benzene sulfonyl hydrazide)__ ___ ______ 0.5 percent.Paraformaldehyde“...... ............. ......... 1 percent.Polybutadiene......... ....... ......... , , , ....Poly-p-dinitroso benzene (activator for butyl rubber)___ 1 percent; for use only in vulcanized natural or syntheticrubber gasket compositions.

Polyethylene glyccdM 0  esters of fatty acids derived from 1 percent, animal and vegetable fats and oils.Polyisobutylene complying with 5177.1420____Polyoxypropylene-polyoxyethylene condensate, average 0.05 percent,
mol. wt. 2750-3000.Potassium benzoate............ — -....-..... . 1 percent.Potassium perchlorate........... ..........-...  1 percent.Potassium propionate..........“.--- ---- -------  2 percent.Potassium and sodium persulfate....... ..........  1 percent. - .Resorcinol ............................ -...  0.24 percent; for use only as a reactive adjuvant sub­stance employed in the production of gelatin-bonded cord compositions for use in lining crown closures. The gelatin so used shall be technical grade or better.

Rosins and rosin derivatives as defined in 5175.300(b)(3)(v) of this chapter for use only In resinous and polym­eric coatings on metal substrates; for ail other uses as defined in § 178.3870 of this chapter.Sodium cetyl sulfate__ - — --- --------------- —  1 percent.Sodium decylbenzenesulfonate.— ..— '__ __________ _ 1 percent.Sodium decyl sulfate___________________________ 1 percent.Sodium formaldehyde sulfoxylate-----------------  0.05 percent.
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Sodium lauryl sulfate------------------- "0i ....... _........
Sodium lignin sulfonate.. —-------- ---------------------
Sodium myristyl sulfate (sodium tetradecyl sulfate). 
Sodium nitrite........................... ..............

Sodium o-phenylphenate..................................... ..............
Sodium polyacrylate---- j----------------------------------- -
Sodium and potassium pentachlorophenate___________
Sodium salt of trisopropyl naphthalenesulfonic acid........
Sodium tridecylsulfate...................... ..................................
Stearic acid amide....... ..................................... ...............
Sulfur..................... ...........— —----— —------. . .-----

Tallow, sulfated...... .........“.........Tin-zinc stearate________________________Tri(mixed mono- and dinonylphenyl) phosphiteVinyl chloride-vinyl copolymer..............Zinc dibutyldithiocarbamsrte.......... ....

Table 2.—Maximum extractives tolerances 

[In parts-per million]

Chloro- Chloro- Chloro­form form formType of closure-sealing fraction fraction fraction gasket composition of water of hep- of alco- extrac- tane ex- hoi ex- tives tractives tractives «
1. Plasticized polymers, in­cluding un vulcanized or vulcanized or otherwise cured natural and syn­thetic rubber formed in place as overall discs or annular rings from a hot melt, solution, plastisol, organisol, mechanical dispersion, or latex____2. Preformed overall discsor annular rings of plas­ticized polymers, in­cluding unvulcanized natural or synthétic rubber_______ ___ _3. Preformed overall discs orannular rhigs.of vulcan­ized plasticized poly­mers, including natural or synthetic rubber...4. Preformed overall discs orannular rings of poly­meric or resinous-coated paper, paperboard, plastic, or metal foil substrates...........5. Closures with sealinggaskets or sealing com­

positions as described 
dn 1, 2, 3, and 4, and in­
cluding paper, paper- 
board, and glassine used 
for dry foods only.......

50 500 50

50 250 50

50 50 50

50 250 50

0 ) ( ' )  ( ')

1 Extractability tests not applicable.

1 percent.
0.2 percent.
0.6 percent.
0.2 percent; for use only in annular ring gaskets applied in aqueous dispersions to closures for containers having a capacity of not less than 5 gallons.0.05 percent.5 percent.0.05 percent.
0.2 percent.
0.6 percent.5 percent.For use only as a vulcanizing agënt in vulcanized natural or synthetic rubber gasket.compositions at a level not to exceed 4 percent by weight of the elastomer content of the rubber gasket composition.
1 percent.
2 percent.
1 percent.
0.8 percent; for use only in vulcanized natural or syn­thetic rubber gasket compositions.

(c) The closure assembly to- include 
the sealing gasket or sealing compound, 
together with any polymeric or resinous 
coating, film, foil, natural cork, or glass 
that forms a part of the food-contact 
surface of the assembly, when extracted 
on a suitable glass container with a sol­
vent or solvents characterizing the type 
of foods, and under conditions of time 
and temperature characterizing the con­
ditions of its use as determined from

Tables 3 and 4 shall yield net chloroform- 
soluble extractives (corrected for zinc as 
zinc oleate) not to exceed the tolerances 
specified in Table 2, calculated on the 
basis of the water capacity of the con­
tainer on which the closure is to be 
used. Employ the analytical method de­
scribed in § 175.300 of this chapter, 
adapting the procedural details to make 
the method applicable to closures; such 
as, for example, placing the closed glass 
container on its side to assure contact of 
the closure’s food-contacting surface 
with the solvent.

T a b l e  3—T y p e s  o f  F o o d

I. Nonacid (pH above 5.0), aqueous products; may contain salt or sugar or both, and including oil-in-water emulsions of low- or high-fat content.II. Acidic (pH 5.0 or below), aqueous products; may contain salt or sugar or both, and including oil-in-water emulsions of low- or high-fat oontent.III. Aqueous, acid or nonacid products containing free'oil or fat; may contain salt, and including water- in-oil emulsions of low- or high-fat content.IV. Dairy products and modifications:A. Water-in-oil emulsions, high- or low-fat.B. Oil-in-water emulsions, high-or low-fat.V. Low-moisture fats and oils.VI. Beverages:A. Containing alcohol.B. Nonalcoholic.VII. Bakery products.
VIII. Dry solids (no end-test required).

Table 4.— Test procedures w ith  time-tem perature conditions for determining amount 
of extractives from  closure-sealing gaskets, using solvents simulating types of 
foods and beverages

Conditions of use Types of food (see Table 3)
Extractant

Water (time and Heptane 1 (time 8 pet alcohol temperature) arid tempera- (time and tein­ture) perature)
A. High temperature heat-sterilized(e.g., over 212° F).
B. Boiling water-sterilized........ .

C. Hot filled or pasteurized above 150° F.

D. Hot filled or pasteurized below 150° F.

E. Room temperature filled andstored (no thermal treatment in the container).
F. Refrigerated storage (no thermaltreatment in the container).
G. Frozen storage (no thermal treat­ment in the container).

(I. IV-B........ 250° F, 2 hr......... . ... . .(Ill, IV-A, VII.... Do. ‘ 150° F, 2 hr....(II............ 212° F, 30 min.............. .(HI, VII...... ................ 120° F, 30 min...

Ìli, IV-B.......Fill boiling, cool .........to 100° F.

Ill, IV-A.... ................ 120° F, 15 min...V................. ..........  Do.(II, IV-B, VI-B... 150° F, 2hr . ..
Jill, IV-A....... ............... 100° #,30min...'|V...........................  Do.
IVI-A— ....................................iso0 F, 2 hr.II, IV-B, VI-B... 120° F, 24 hr....... . 1 .........
Jill, IV-A............ .........70° F, 30 min___  ■|V... I.......................  Do.
T l t i i a v - x ;  ........... ................120» F, 24 hr.
J IV-B, VI-B,
I VII......... 70° F, 48 hr......70° F, 30 min....
lr n A Tn;-iv-B... -....................... -.70° F, 48 hr.
VII......... 70° F, 24 hr..... ..............1 Heptane extractant not applicable to closure-sealing gaskets overcoated with wax.
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§ 177.1240 1,4-Cyclohexylene dim ethyl-, 
ene terephthalate and 1,4-cyclohexyl­
ene dimethylene isophthalate copoly­
mer.

Copolymer of 1,4-cyclohexylene di­
methylene terephthalate and 1,4-cyclo­
hexylene dimethylene isophthalate may 
be safely used as an article or component 
of articles used in producing, manufac­
turing, packing, processing, preparing, 
treating, packaging, transporting, or 
holding food, subject to the provisions 
of this section:

(a) The copolymer is a basic polyester 
produced by the catalytic condensation 
of dimethyl terephthalate and dimethyl 
isophthalate with cyclohexanedimetha- 
nol-1.4, to which may have been added 
certain optional substances required in 
its production or added to impart desired 
physical and technical properties.

(b) The quantity of any optional sub­
stance employed in the production of 
the copolymer does not exceed the 
amount reasonably required to accom­
plish the intended physical or technical 
effect or any limitation further provided.

(c) Any substance employed in the 
production of the copolymer that is the 
subject of a regulation in Parts 174, 
175, 176, 177, 178 and § 179.45 of this 
chapter conforms with any specification 
in such regulation.

(d) Substances employed in the pro­
duction of the copolymer include:

(1) Substances generally recognized 
as safe in food.

(2) Substances subject to'prior sanc­
tion or approval for use in the copolymer 
and used in accordance with such sanc­
tion or approval.

(3) Substances which by regulation 
in Parts 174, 175,176,177, 178 and § 179.- 
45 of this chapter may be safely used 
as components of resinous or polymeric 
coatings and film used as food-contact 
surfaces, subject to the provisions of 
such regulation.

(e) The copolymer conforms with the 
following specifications:

(1) The copolymer, when extracted 
with distilled water at reflux tempera­
ture for 2 hours, yields total extractives 
not to exceed 0.05 percent.

(2) The copolymer, when extracted 
with ethyl acetate at reflux temperature 
for 2 hours, yields total extractives not 
to exceed 0.7 percent.

RULES AND REGULATIONS

(3) The copolymer, when extracted 
with n-hexane at reflux temperature for 
2 hours, yields total extractives not to 
exceed 0.05 percent.
§ 177.1310 Ethylene-acrylic acid copoly­

mers.
The ethylene-acrylic acid copolymers 

identified in pararaph (a) of this sec­
tion may be safely used as components 
of articles intended for use in contact 
with food subject to the provisions of 
this section.

(a) For the purpose of this section, 
ethylene-acrylic acid copolymers con­
sist of basic copolymers produced by the 
copolymerization of ethlene and acrylic 
acid such that the finished basic copoly­
mers contain no more than 10 weight- 
percent of total polymer units derived 
from acrylic acid. '

(b) The finished food-contact article, 
when extracted with the solvent or sol­
vents characterizing the type of food and 
under the conditions of its intended use 
as determined from Tables 1 and 2 of 
§ 176.170(c) of this chapter, yields net 
acidified chloroform-soluble extractives 
not to exceed 0.5 milligram per square 
inch of food-contact surface when tested 
by the methods prescribed in § 177.1330
(c), except that net acidified chloroform- 
soluble extractives from paper and 
paperboard complying with § 176.170 of 
this chapter may be corrected for wax, 
petrolatum, and mineral oil as provided 
in § 176.170(d) (5) (iii) (b) of this chap­
ter. If the finished food-contact article 
is itself the subject of a regulation in 
Parte 174, 175, 176, 177, 178 and § 179.45 
of this chapter, it shall also comply with 
any specifications and limitations pre­
scribed for it by that regulation. (Note : 
In testing the finished food-contact 
article, use a separate test sample for 
each extracting solvent.)

(c) The provisions of this section are 
not applicable to ethylene-acrylic acid 
copolymers used in food-packaging ad­
hesives complying with § 175.105 of this 
chapter.
§ 177.1320 Ethylene-ethyl acrylate co­

polymers.
Ethylene-ethyl acrylate copolymers 

may be safely used to produce packaging 
materials, containers," and equipment in­
tended for use in producing, manufac­

turing, packing, processing, preparing, 
treating, packaging, transporting, or 
holding food, in accordance with the 
following prescribed conditions:

(a) Ethylene-ethyl acrylate copoly­
mers consist of basic resins produced by 
the catalytic copolymerization of ethyl­
ene and ethyl acrylate, to which may 
have been added certain optional sub­
stances to impart desired technological 
properties to the resin. Subject to any 
limitations prescribed in this section, the 
optional substances may include:

(1) Substances generally recognized as 
safe in food and food packaging.

(2) Substances the use of which is 
permitted under applicable regulations 
in Parte 170 through 189 of this chapter, 
prior sanction, or approvals.

(b) The ethyl acrylate content of the
copolymer does not exceed 8 percent by 
weight unless it is blended with poly­
ethylene or with one or more olefin 
copolymers complying with § 177.1520 or 
with a mixture of polyethylene and one 
or more olefin copolymers, in such pro­
portions that the ethyl acrylate content 
of the blend does not exceed 8 percent 
by weight, or unless it is used in a coat­
ing complying with § 175.300 or § 176.170 
of this chapter, in such proportions that 
the ethyl acrylate content does not ex­
ceed 8 percent by weight of the finished 
coating. .....

(c) Ethylene-ethyl acrylate copoly­
mers or the blend shall conform to the 
specifications prescribed in paragraph
(c) (1) of this section and shall meet 
the ethyl acrylate content limits pre­
scribed in paragraph (b) of this section, 
and the extractability limits prescribed 
in paragraph (c) (2) of this section, when 
tested by the methods prescribed for 
polyethylene in § 177.1520.

(1) Specifications—(i) Infrared iden­
tification. Ethylene-ethyl acrylate co­
polymers can be identified by their 
characteristic infrared spectra.

(ii) Quantitative determination of 
ethyl acrylate content. The ethyl acry­
late can be determined bv the infrared 
spectra. Prepare a scan from 10.5 mi­
crons to 12.5 microns. Obtain a base­
line absorbance <at 11.6 microns and 
divide bv the plaque thickness to obtain 
absorbance per mil. From a previously 
prepared calibration curve, obtain the 
amount of ethyl acrylate present.
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(iii) Specific gravity. Ethylene-ethyl 

acrylate copolymers have a specific 
gravity of not less than 0.920 nor more 
than 0.935, as determined by A.S.T.M. 
Method D-1505.

(2) Limitations. Ethylene-ethyl acry­
late copolymers or the blend may be 
used in contact with food except as a 
component of articles used for packag­
ing or holding food during cooking pro­
vided they meet the following extracta- 
bility limits:

(i) Maximum soluble fraction of 11.3 
percent in xylene after refluxing and 
subsequent cooling to 25° C.

(ii) Maximum extractable fraction of
5.5 percent when extracted with n-hex- 
ane at 50° C.

(d) The provisions of paragraphs (b) 
and (c) (2) «of thia section are not appli­
cable to ethylene-ethyl acrylate copoly­
mers used in the formulation of ad­
hesives complying with § 175.105 of this 
chapter.
§ 177.1330 Ethylene-methacrylic acid co­

polymers, ethylene-methacrylic acid- 
vinyl acetate copolymers, and their 
partial salts.

Ethylene-methacrylic acid copolymers, 
ethylene-methacrylic acid-vinyl acetate 
copolymers, and/or their ammonium, 
calcium magnesium, sodium, and/or 
zinc partial salts may be safely used as 
articles or components of articles in­
tended for use in contact with food, in 
accordance with the following prescribed 
conditions:

(a) For the purpose of this section, the 
ethylene-methacrylic acid copolymers 
consist of basic copolymers produced by 
the copolymerization of ethylene and 
methacrylic acid such that the copoly­
mers contain no more than 20 weight 
percent of polymer units derived from 
methacrylic acid, and the ethylene- 
methacrylic acid-vinyl acetate copoly­
mers consist of basic copolymers pro­
duced by the copolymerization of ethyl­
ene, methacrylic acid, and vinyl acetate 
such that the copolymers contain no 
more than 15 weight percent of polymer 
units derived from methacrylic acid.

(b) The finished food-contact article, 
when extracted with the solvent or sol­
vents characterizing the type of food and 
under the conditions of time and tem­
perature characterizing the conditions of 
its intended use as determined from 
tables 1 and 2 of § 176.170(0 of this 
chapter, yields net acidified chloroform- 
soluble extractives in each extracting 
solvent not to exceed 0.5 milligram per 
square inch of food-contact surface when 
tested by the methods described in para­
graph (c) of this section; and if the fin­
ished food-contact article is itself the 
subject of a regulation in Parts 174, 175, 
176, 177, 178 and § 179.45 of this chap­
ter, it shall also comply with any speci­
fications and limitations prescribed for 
!t by that regulation. (Note: In testing 
the finished food-contact article, use a 
separate- test sample for each required 
extracting solvent.)

(c) Analytical methods—  (1) Selection 
of extractability conditions. First ascer­
tain the type of food (table 1 of § 176.-

170(c) of this chapter) that is being 
packed or used in contact with the fin­
ished food-contact article described in 
paragraph (b) of this section, and also 
ascertain the normal conditions of ther­
mal treatment used in packaging or con­
tacting the type of food involved. Using 
table 2 of § 176.170(c) of this chapter, 
select the food-simulating solvent or sol­
vents and the time-temperature test con­
ditions that correspond to the intended 
use of the finished food-contact article. 
Having selected the appropriate food- 
simulating solvent or solvents and time- 
temperature exaggeration over normal 
use, follow the applicable extraction pro­
cedure.

(2) Reagents—(i) Water. All water 
used in extraction procedures should be 
freshly demineralized (deionized), dis­
tilled water.

(ii) n-Heptane. Reagent grade, fresh­
ly redistilled before use, using only ma­
terial boiling a t 208° F.

(iii) Alcohol. 8 or 50 percent (by vol­
ume), prepared from undenatured 95 
percent ethyl alcohol diluted with de­
mineralized (deionized), distilled water.

(iv) Chloroform. Reagent g r a d e ,  
freshly redistilled before use, or a grade 
having an established, consistently low 
blank.

(3) Selection of test method. The fin­
ished food-contact articles shall be test­
ed either by the extraction cell described 
in the Journal of the Association of Of-

If when calculated by the equations in 
paragraph (c) (5) (i) (a) and (b) of this 
section, the extractives in milligrams per 
square inch exceed the limitations pre­
scribed in paragraph (b) of this section, 
proceed to paragraph (c) (5) (ii) of this 
section (method for determiniijg the 
amount of acidified chloroform-soluble 
extractives residue).

(ii) Acidified chloroform-soluble ex­
tractives residue. Add 3 milliliters of 37 
percent ACS reagent grade hydrochloric 
acid and 3 milliliters of distilled water 
to the evaporating dish containing the 
dried and weighed residue, e, obtained in 
paragraph (c) (5) (i) of this section. Mix 
well so every portion of the residue is 
wetted with the hydrochloric acid solu­
tion. Then add 50 milliliters of chloro­
form. Warm carefully, and filter through 
Whatman No. 41 filter paper (or equiv­
alent) in a Pyrex (or equivalent) fun­
nel, collecting the filtrate in a clean 
separatory funnel, shake for 1 minute, 
then draw off the chloroform layer into 
a clean tared evaporating dish (platinum 
or Pyrex). Repeat the chloroform ex­
traction, washing the dish, the filter pa­
per, and the separatory funnel with this 
second portion of chloroform. Add this

ficiaJ Agricultural Chemists, Volume 47, 
No. 1, pages 177-179 (February 1964), 
also described in ASTM- Method F  34- 
63T, or by adapting the in-container 
methods described in § 175.300(e) of this 
chapter. .

(4) Selection of samples. Quadrupli­
cate samples should be tested, using for 
each replicate sample the number of fin­
ished articles with a food-contact sur­
face nearest to 100 square inches.

(5) Determination of amount of ex­
tractives—(i) Total residues. At the end 
of the exposure period, remove the test 
container or test cell frpm the oven, if 
any, and combine the solvent for each 
replicate in a clean Pyrex (or equivalent) 
flask or beaker, being sure to rinse the 
test container or cell with a small quan­
tity of clean solvent. Evaporate the food- 
simulating solvents to about 100 milli­
liters in the flask, and transfer to a clean, 
tared evaporating dish (platinum or 
Pyrex), washing the flask three times 
with small portions of solvent used in 
the extraction procedure, and evaporate 
to a few milliliters on a nonsparking, 
low-temperature hotplate. The last few 
milliliters should be evaporated in an 
oven maintained at a temperature of 
221° F. Cool the evaporating dish in a 
desiccator for 30 minutes and weigh the 
residues to the nearest 0.1 milligram, e. 
Calculate the extractives in milligrams 
per square inch of the container or ma­
terial surface.

filtrate to the original filtrate and evap­
orate the total down to a few milliliters 
on a low-temperature hotplate. The last 
few milliliters should be evaporated in an 
oven maintained at 221° F. Cool the 
evaporating dish in a desiccator for 30 
minutes and weigh to the nearest 0.1 
milligram to get thé acidified chloroform- 
soluble extractives residue, e’. This e' 
is substituted for e in the equations in 
paragraph (c) (5) (i) (a) and (b) of this 
section.

(d) The provisions of paragraph (b) 
of this section are not applicable to the 
ethylene-methracrylic acid copolymers, 
ethylene-methacrylic acid-vinyl acetate 
copolymers, and/or their ammonium, 
calcium, magnesium, sodium, and/or * 
zinc partial salts used in food-packing 
adhesives complying with § 175.105 of 
this chapter.
§ 177.1340 Ethylene-methyl acrylate co­

polymer resins.
Ethylene-methvl acrylate copolymer 

resins may be safely used as articles or 
components of articles intended for use 
in contact with food, in accordance with 
the following prescribed conditions:

(a) For the purpose of this section.

(a) Water and 8- and 50-percent alcohol. Milligrams extractives per square inch=-

(6) Heptane. Milligrams extractives per square inch =-----
00 ( F )where:

e— Milligrams extractives per sample tested. s=Surface area tested, in square inches.
F=Five, the ratio of the amount of extractives removed by heptane under exaggerated time-temperature test conditions compared to thb.amount extracted by a fat or oil under exaggerated conditions of thermal sterili­zation and use.Acidified chloroform-soluble extractives residue. 
e’ is substituted for e in the above equations when necessary.
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the ethylene-methyl acrylate copolymer 
resins consist of basic copolymers pro­
duced by the copolymerization of ethyl­
ene and methyl acrylate such that the 
copolymers contain no more than 25 
weight percent of polymer units derived 
from methyl acrylate.

(b) The flushed food-contact article, 
when extracted with the solvent or sol­
vents characterizing the type of food and 
under the conditions of time and tem­
perature characterizing the conditions of 
its intended use as determined from ta ­
bles 1 and 2 of § 176:170(0 of this chap­
ter, yields net chloroform-soluble extrac­
tives (corrected for zinc extractives as 
zinc oleate) in each extracting solvent 
not to exceed 0.5 milligram per square 
inch of food-contact surface when tested 
by the methods described in § 176.170(d) 
of this chapter. If the finished food- 
contact article is itself the subject of a 
regulation in Parts 174, 175, 176, 177, 178 
and § 179.45 of this chapter, it shall 
also comply with any specifications and 
limitations prescribed for it by that 
regulation.

Note.—in  testing the finshed food-contact 
article, use a separate test sample for each 
required extracting solvent.

(c) The provisions of this section are 
not applicable to ethylene-methyl acry­
late copolymer resins used in food-pack­
aging adhesives complying with § 175.- 
105 of this chapter.
§ 177.1350 Ethylene-vinyl acetate co­

polymers.
Ethylene-vinyl acetate copolymers 

may be safely used as articles or compo­
nents of articles intended for use in pro­
ducing, manufacturing, packing, proc­
essing, preparing, treating, packaging, 
transporting, or holding food in accord­
ance with the following prescribed 
conditions:

(a) Ethylene-vinyl acetate copolymers 
consist of basic resins produced by the 
catalytic copolymerization of ethylene 
and vinyl acetate to which may have 
been added certain optional substances 
to impart desired technological or physi­
cal properties to the resin. Subject to 
any limitations prescribed in this sec­
tion, the optional substances may in­
clude :

(1) Substances generally recognized as 
safe in food and food packaging.

(2) Substances the use of which is 
permitted under applicable regulations 
in Parts 170 through 189 of this chapter, 
prior sanction, or approvals.

. (3) Substances identified in § 175.300
(b)(3) (xxv), (xxvi), (xxvii), (xxx), 
and (xxxiii) ,of this chapter.

(4) Erucamide as identified in § 178.- 
3860 of this chapter.

(b) Ethylene-vinyl acetate copoly­
mers, with or without the optional sub­
stances described in paragraph (a) of 
this section, when extracted with the sol­
vent or solvents characterizing the type 
of food, and under conditions of time 
and temperature characterizing the 
conditions o t their intended use as de­
termined from Tables 1 and 2 of § 176.- 
170(c) of this chapter, shall yield net
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chloroform-soluble extractives corrected 
for zinc as zinc oleate not to exceed 0.5 
milligram per square inch of an appro­
priate sample.

(c) The provisions of paragraph (b) 
of this section are not applicable to 
ethylene-vinyl acetate copolymers used 
in food-packaging adhesives complying 
with § 175.105 of this chapter.

(d) Ethylene-vinyl acetate copoly­
mers may be irradiated under the follow­
ing conditions to produce molecular 
crosslinking of the polymers to impart 
desired properties such as increased 
strength and increased ability to shrink 
when exposed to heat:

(1) Electron beam source of ionizing 
radiation at a maximum energy of 3 mil­
lion electron volts: maximum absorbed 
dose not to exceed 8 megarads.

(2) The finished food-contact film 
shall meet the extractives limitations 
prescribed in paragraph (e) (2) of this 
section.

(3) The ethylene-vinyl acetate co­
polymer films may be further irradiated 
in accordance with the provisions of 
paragraph (e)(1) of this section: Pro­
vided, That the total accumulated radia­
tion dose from both electron beam and 
gamma ray radiation does not exceed
8.0 megarads.

(e) Ethylene-vinyl acetate copolymer 
films intended for contact with food may 
be irradiated to control the growth of 
microorganisms under the following 
conditions:

(1) Gamma photons emitted from a 
cobalt-60 sealed source in the dose range 
of 0.5-5.0 megaraids.

(2) The irradiated ethylene-vinyl ace­
tate copolymer films, when extracted 
with reagent grade n-heptane (freshly 
redistilled before use) according to 
methods described under § 176.170(d) (3) 
of this chapter, at 75° P for 30 minutes 
shall yield total extractives not to ex­
ceed 4.5 percent by weight of the film.
§ 177.1360 Ethylene-vinyl acetate-vinyl 

alcohol copolymers.
Ethylene-vinyl acetate-vinyl alcohol 

copolymers may be safely used as ar­
ticles or components of articles intended 
for use in contact with food, in accord­
ance with the following prescribed 
conditions:

(a) Ethylene-vinyl acetate-vinyl alco­
hol copolymers are produced by the par­
tial or complete alcoholysis or hydrolysis 
of those ethylene-vinyl acetate copoly­
mers complying with § 177.1350 and con­
taining a minimum of 55 percent .ethyl­
ene such that the finished ethylene-vinyl 
acetate-vinyl alcohol copolymers will 
contain no more than 30 percent vinyl 
alcohol units by weight.

(b) The finished food contact article 
shall not exceed 0.005 inch thickness and 
shall contact foods only of the types 
identified in table 1 of § 176.170(c) of 
this chapter in categories I, II, IV-B, VI, 
VII-B, and VIII under the conditions of 
use D through G described in table 2 
of § 176.170(c) of this chapter: Provided, 
That film samples of 0-005 inch thick­
ness representing the finished article

meet the following extractives limitation 
when tested by ASTM Method F34-63T:

(1) The film when extracted with dis­
tilled water at 70° P for 48 hours yields 
total extractives not to exceed 0.03 milli­
grams per square inch of food-contact 
surface.

(2) The film when extracted with 50 
percent alcohol at 70° P for 48 hours 
yields total extractives not to exceed 
0.04 milligram per square inch of food- 
contact surface.
1 (c) The provisions of this section are
not applicable to ethylene-vinyl acetate- 
vinyl alcohol copolymers used in the food 
packaging adhesives complying with 
§ 175.105 of this chapter.
§ 177.1380 Fluorocarbon resins.

Fluorocarbon resins may be safely 
used as articles or components of articles 
intended for use in contact with food, in 
accordance with the following prescribed 
conditions:

(a) For the purpose of this section, 
fluorocarbon resins consist of basic resins 
produced as follows:

(1) Chlorotrifluoroethylene resins pro­
duced by the homopolymerization of 
chlorotrifluoroethylene.

(2) Chlorotrifluoroethylene-1,1 -diflu- 
oroethylene copolymer resins produced 
by copolymerization of chlorotrifluoro­
ethylene and 1,1-difluoroethylene.

(3) Chlorotrifluoroethylene -1,1 -diflu- 
oroethylene-tetrafluoroethylene copoly- 
mer resins produced by copolymerization 
of chlorotrifluoroethylene, 1,1-difluoro­
ethylene, and tetrafluoroethylene.

(b) Fluorocarbon resins that are iden­
tified in paragraph (a) of this section 
and that comply with the extractives, 
limitations prescribed in paragraph (c) 
of this section may be used as articles 
or components of articles intended for 
use in contact with food. Fluorocarbon 
resins that are identified in paragraph
(a) of this section and that comply only 
with the extractives limitations pre­
scribed in paragraph (c) (1) and (2) of 
this section may be used when such use 
is limited to articles or components of 
articles that are intended for repeated 
use in contact with food or that are in­
tended for one-time use in contact with 
food only of the types identified in 
§ 176.170(c) of this chapter, table 1, un­
der types I, II, VI, VII-B, and VIII. In 
accordance with good manufacturing 
practice, those food-contact articles in­
tended for repeated use shall be thor­
oughly cleansed prior to their first use in 
contact with food.

(c) Extractives limitations are appli­
cable to the basic resins irf the form of 
pellets that have been ground or cut into 
small particles that will pass through a 
U.S. Standard Sieve No. 6 and that will 
be held on a U.S. Standard Sieve No. 
10.

(1) A 100-gram sample of the resin 
pellets, when extracted with 100 milli­
liters of distilled water at reflux tem­
perature for 8 hours, shall yield total ex­
tractives not to exceed 0.003 percent by 
weight of the resins.

(2) A 100-gram sample of the resin 
pellets, when extracted with 100 milli-
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liters of 50 percent (by volume) ethyl 
alcohol in distilled water a t reflux tem­
perature for 8 hours, shall yield total ex­
tractives not to exceed 0.003 percent by 
weight of the resins.

(3) A 100-gram sample of the resin 
pellets, when extracted with 100 milli­
liters of »-hepTTane at reflux temperature 
for 8 hours, shall yield total extractives 
hot to exceed 0.01 percent by weight of 
the resins.
§ 177.1400 Hydroxyethyl cellulose film, 

water-insoluble.
Water-insoluble 'hydroxyethyl cellu­

lose film may be safely used for packag­
ing food in accordance with the follow­
ing prescribed conditions:

(a) Water-insoluble hydroxyethyl cel - 
lulose film consists of a base sheet manu­
factured by the ethoxylation of cellulose 
under controlled conditions, to which 
may be added certain optional sub­
stances of a grade of purity suitable for 
use in food packaging as constituents of 
the base sheet or as coatings applied to 
impart desired technological properties.

(b) Subject to any limitations pre­
scribed in Parts 170 through 189 of this 
chapter, the optional substances used in 
the base sheet and coating may include:

(1) Substances generally recognized 
as safe in food.

(2) Substances permitted to be used 
in water-insoluble hydroxyethyl cellulose 
film by prior sanction or approval and 
under conditions specified in such sanc­
tions or approval, and substances listed 
in § 181.22 of this chapter.

(3) Substances that by any regula­
tion promulgated under section 409 of 
the act may be safely used as compo­
nents of water-insoluble hydroxyethyl 
cellulose film.

(4) Substances identified in and used 
in compliance with § 177.1200(c).

(c) Any substance ^employed in the 
production of the water-insoluble hy- 
droxyethvl cellulose film described in this 
section that is the subject of a regulation 
in Parts 174, 175, 176, 177, 178 and 
§ 179.45 of this chapter conforms with 
any specification in such regulation.
§ 177.1420 Isobutylene polymers.

Isobutylene polymers may be safely 
used as components of articles intended 
for use in producing, manufacturing, 
packing, processing, preparing, treating, 
packaging, transporting, or holding food, 
in accordance with the following pre­
scribed conditions:

(a) For the purpose of this section, 
isobutylene polymers are those produced 
as follows: ' ■; *

(1) Polyisobutylene produced by the 
homopolvmerization of isobutylene such 
that the finished polvmers have a molec­
ular weight of 750,000 (Flory) or higher.

(2) Isobutylene-isoprene copolvmers 
produced by the copolymerization of iso­
butylene with not more than 3 molar 
percent of isoprene such that the finished 
polymers have a molecular weight of
300,000 (Flory) or higher.

(3) Chlorinated isobutylene-isoprene 
copolymers produced when isobutylene- 
isoprene copolymers (molecular weight

300,000 (Flory) or higher) are modified 
by chlorination with not more than 1.3 
weight-percent of chlorine.

(b) The polymers identified in para­
graph (a) of this section may contain 
optional adjuvant substances required 
in the production of the polymers. The 
optional adjuvant substances required in 
the production of the polymers may in­
clude substances generally recognized as 
safe in food, substances used in accord­
ance with a prior sanction or approval, 
and aluminum chloride.

(c) The provisions of this section are 
not applicable to polyisobutylene used 
in food-packaging adhesives complying 
with § 175.105 of this chapter.
§ 177.1430 Isobutylene-butene copoly­

mers.
Isobutylene-butene copolymers identi­

fied in this section may be safely used as 
components of articles intended for use 
in contact with food in accordance with 
the following prescribed conditions:

(a) For the purpose of this section, 
isobutylene-butene copolymers consist of 
basic copolymers produced by the copo­
lymerization of isobutylene with mix­
tures of n-butenes such that the finished 
basic copolymers contain not less than 45 
weight percent of polymer units derived 
from isobutylene and meet the following 
specifications:

(1) Average molecular weight is in the 
range 300-5,000 as determined by ASTM 
Method D 2503.

(2) Viscosity is in the range 40-20,000 
seconds Saybolt at 200° F as determined 
by ASTM Method D 445.

(3) Maximum bromine value is 40 as 
determined by ASTM Method D 1492.

(b) The isobutylene-butene basic co­
polymers are limited to use:

(1) As a release agent in petroleum 
wax complying with § 178.3710 of this 
chapter.

(2) As a plasticizer in polyethylene 
complying with § 177.1520 and in poly­
styrene complying with § 177.1640.

(3) As a component of nonfood 
articles complying with §§ 175.300, 176.- 
170, 176.210, 177.2260(d)(2), 177.2800, 
178.3570 (provided that addition to food 
does not exceed 10 parts per million), 
or § 176.180 of this chapter.

(c) The provisions of this section are 
not applicable to isobutylene-butene 
copolymers used as provided under 
§ 175.105 of this chapter.
§ 177.1440 4,4'-Isopropylidenediphenol- 

epiehlorohydrin resins minimum  
molecular weight 10,000.

4,4' -Isopropylidenediphenol-epichloro- 
hydrin resins having a minimum molec­
ular weight of 10,000 may be safely used 
as articles or components of articles in­
tended for use in producing, manufac­
turing, packing, processing, preparing, 
treating, packaging, transporting, or 
holding food in accordance with the 
following prescribed conditions:

(a) 4,4' - Isopropylidenediphenol-
epichlorohvdrin resins consist of basic 
resins produced by the condensation of 
equimolar amounts of 4.4'-isor>ropyl- 
idenediphenol and epichlorohydrin ter­
minated with phenol, to which may have

been added certain optional adjuvant 
substances required in the production of 
the resins.

(b) The optional adjuvant substances 
required in the production of the resins 
may include substances generally recog­
nized as safe in food, substances used in 
accordance with a prior sanction or ap­
proval, and the following:
List of substances Limitations
Butyl alcohol-----  Not to exceed 300 p.p.m.

as residual solvent in 
finished resin.

Ethyl alcohol___  _________ _____________
Toluene-------- ----  Not to exceed 1,000 p.p.m.

as residual solvent In 
finished resin.

(c) 4,4'-Isopropylidenediphenol - epi­
chlorohydrin resins shall meet the fol­
lowing nonvolatile extractives limita­
tions:

(1) Maximum extractable nonvolatile 
fraction of 2 parts per million when ex­
tracted with distilled water at 70° C for 
2 hours, using a volume-to-surface ratio 
of 2 milliliters per square inch.

(2) Maximum extractable nonvolatile 
fraction of 3 parts per million when ex­
tracted with n-heptane at 70° C for 2 
hours, using a volume-to-surface ratio 
of 2 milliliters per square inch.

(3) Maximum extractable nonvolatile 
fraction of 6 parts per million when ex­
tracted with 10 percent (by volume) 
ethyl alcohol in distilled water a t 70° C 
for 2 hours, using a volume-to-surface 
ratio of 2 milliliters per square inch.

(d) The provisions of this section are 
not applicable to 4,4'-isopropylidene- 
diphenol-epichlorohydrin resins listed 
in other sections of Subchapter B of this 
chapter.
§ 177.1460 Melamine-formaldehyde res­

ins in molded articles. -
Melamine-formaldehyde resins may 

be safely used as the food-contact sur­
face of molded articles intended for use 
in producing, manufacturing, packing, 
processing, preparing,-treating, packag­
ing, transporting, or holding food in ac­
cordance with the following prescribed 
conditions:

(a) For the purpose of this section, 
melamine-formaldehyde resins are those 
produced when 1 mole of melamine is 
made to react with not more than 3 moles 
of formaldehyde in water solution.

(b) The resins may be mixed with re­
fined woodpulp and the mixture may 
contain other optional adjuvant sub­
stances which may include the following:

List of substances
Dioctyl phthalate___
Hexamethylenetetra - 

mine.

Phthalic acid anhy­
dride.

Pigments and color­
ants identified .in  
§ 175.300(b) (3)
(xxvi) of this chap­
ter.

Zinc stearate________

Limitations 
For use as lubricant. 
For use only as po­

lymerization reac­
tion control agent 

Do.

For use as lubricant.
(c) The molded melamine-formalde­

hyde articles in the finished form in 
which they are to contact food, - when 
extracted with the solvent or solvents
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characterizing the type of food and 
under the conditions of time and tem­
perature as determined from tables 1 and 
2 of § 175.300(d) of this chapter, shall 
yield net chloroform-soluble extractives 
not to exceed 0.5 milligram per square 
inch of food-contact surface.
§ 177.1480 Nitrile rubber modified acry­

lonitrile-methyl acrylate copolymers.
Nitrile rubber modified acrylonitrile- 

methyl acrylate copolymers identified in 
this section may be safely used as com­
ponents of articles intended for food- 
contact use under conditions of use D, E, 
F, or G described in table 2 of § 176.170
(c) of this chapter, subject to the provi­
sions of this section.

(a) For the purpose of this section, 
nitrile rubber modified acrylonitrile- 
methyl acrylate copolymers consist of 
basic copolymers produced by the graft 
copolymerization of 73-77 parts by 
weight of acrylonitrile and 23-27 parts 
by weight of methyl acrylate in the 
presence of 8-10 parts by weight of buta­
diene-acrylonitrile copolymers contain­
ing approximately 70 percent by weight. 
of polymer units derived from butadiene.

(b) The nitrile rubber modified acry­
lonitrile-methyl acrylate basic copoly­
mers meet the following specifications 
and extractives limitations:

(1) Specifications, (i) Nitrogen con­
tent is in the range 16.5-19 percent as 
determined by Kjeldahl analysis.

(ii) Intrinsic viscosity in acetonitrile 
at 25° C is not less than 0.29 deciliter 
per gram as determined by ASTM 
Method D 1243-60.

(iii) Residual acrylonitrile monomer 
content is not more than 11 parts per 
million as determined by gas chromatog­
raphy.

(iv) Acetonitrile-soluble fraction after 
refluxing the base polymer in acetonitrile 
for 1 hour is not greater than 95 percent 
by weight of the basic copoylmers.

(2) Extractives limitations. The fol­
lowing extractives limitations are deter­
mined by an infrared spectrophotometric 
method, available upon request from the 
Commissioner of Food and Drugs, and 
are applicable to the basic copolymers 
in the form of particles of a size that will 
pass through a U.S. sandard sieve No. 6 
and that will be held on a U.S. standard 
sieve No. 10:

(i) Extracted copolymer not to ex­
ceed 2.0 parts per million in aqueous 
extract obtained when a 100-gram 
sample of the basic copolymers is ex­
tracted with 250 milliliters of deminer-

' alized (deionized) water at reflux 
temperature for 2 hours.

(ii) Extracted copolymer not to exceed 
0.5 part per million- in n-heptane ex­
tract obtained when a 100-gram sample 
of the basic copolymers is extracted with 
250 milliliters of reagent grade n-heptane 
at reflux temperature for 2 hours.

(c) Acrylonitrile copolymers identi­
fied in this section shall comply with the 
provisions of § 180.22 of this chapter.

No te : § 177.1480 (fo rm erly  § 121.2614, in ­
so fa r  as i t  p e rm its  a  n itr i le  ru b b e r  m odified  
a c ry lo n itr ile -m e th y l ac ry la te  copolym er to  be 
u sed  to  fa b r ic a te  beverage c o n ta in e rs , w as

stayed by an order published in the F ederal 
R egister of March 11, 1977 (42 F R  13546).
§ 177.1500 Nylon resins.

The nylon resins listed in paragraph 
(a) of this section may be safely used to 
produce articles intended for use in 
processing, handling, and packaging 
food, subject to the provisions of this 
section:

(a) The nylon resins are manufactured 
as described in this paragraph so as to 
meet the specifications prescribed in 
paragraph (b) of this section when 
tested by the methods described in para­
graph (c) of this section.

(1) Nylon 66 resins are manufactured 
by the condensatiop of hexamethylene- 
diamine and adipic acid.

(2) Nylon 610 resins are manufactured 
by the condensation of hexamethylene- 
diamine and sebacic acid.

(3) Nylon 66/610 resins are manufac­
tured by the condensation of equal- 
weight mixtures, of nylon 66 salts and 
nylon 610 salts.

(4) Nylon 6/66 resins are manufac­
tured by the condensation and polymeri-

MeltingSpecific pointNylon resins gravity (deereesFahren­heit)

(c) Analytical methods.—(1) Specific 
gravity. Specific gravity shall be deter­
mined by weighing a 1-gram to 5-gram 
sample first in air and then in freshly 
boiled distilled water at 23° C ±2° C.

(2) Melting point. The melting point 
shall be determined as follows: Use a

zation of mixtures of nylon 66 salts and 
episZon-caprolactam under such condi-, 
tions that the epstZon-caprolactam 
monomer content does not exceed 0.7 
percent by weight of the finished nylon 
6/66 resins.

(5) Nylon 11 resins are manufactured 
by the condensation of 11-aminounde- 
canoic acid.

(6) Nylon 6 resins are manufactured by 
the polymerization of epsiZon-caprolac- 
tam.

(7) Nylon 66T resins are manufac­
tured by the condensation of hexa- 
methylenediamine, adipic acid, and 
terephthalic acid such that composition 
in terms of ingredients is 43.1 ±0.2 
weight percent hexamethylenediamine,
35.3 ±1.2 weight percent adipic acid, and
21.6 ± 1.2 weight percent terephthalic 
acid.

(8) Nylon 612 resins are manufac­
tured by the condensation of hexameth­
ylenediamine and dodecanedioic acid.

(9) . Nylon 12 resins are manufactured 
by the condensation of oracsra-laurolac- 
tam.

(b) Specifications:

Maximum extractable fraction in selected solvents (expressed as Solubility in percent by weight of resin)boiling 4.2iV < < ...  — 'HC1 95 pet EthylWater ethyl ace- Benzenealcohol tate

hot-stage apparatus. The use of crossed 
nicol prisms with a  microscope hot stage 
and reading of the thermometer when 
the birefringence disappears increases 
the accuracy. If the crossed nicol appa­
ratus is not available, use the lowest 
temperature at which the sample be-

1 Nylon 66 resins.__________ 1.14±0.015 475-495 Dissolves in 1 h...„ 1.5 1.5 0.2 0.2.2 Nylon 610 resins__________ 1.09± .015 405-425 Insoluble after 1 h... 1.0 2.0 1.0 1.0
3 Nylon 66/610 resins________ 1.10-t . 015 375-395 Dissolves in 1 h___ 1.5 2.0 1.0 ' 1.0
4 Nylon 6/66 resins_________ 1.13± .015 440-460 ___do............ 2.0 2.0 1.5 1.5
5.1 Nylon 11 resins for use in articles intended, for 1- time use or repeated use in contact with food.

1.04± .015 355-375 Insoluble after 1 h... .30 .35 .25 I .30

5.2 Nylon 11 resins for use only:a. In articles intendedfor repeated use in contact with food.b. In side-seam cementsfor articles in­tended for 1-time use in contact with food and which are in compliance with sec. 175.300 of this chapter.

1.04± .015 355-375 ...do......... — .35 1.60 .35 ’f -  .40

6.1 Nylon 6 resins___ ______ 1.15± .015 392-446 Dissolves in 1 h... 1.0 2.0 1.0 1.0
6.2 Nylon 6 resins for use only in food-contact films hav­ing an average thickness not to exceed 0.001 in.

1.15± .015 392-446 ___da-12-i,— ...... 1.5 2.0 1.0 1.0

7. Nylon 66T resins for use onl y in food-contact films hav­ing an average thickness not to exceed 0.001 in.

1.16 ±  .015 482-518 Insoluble áfter 1 h... 1.0 1.0 .25 .25

.50

1.50

8. Nylon 612 resins for use only in articles intended for re­peated use in contact with food at temperatures not to exceed 212° F.

1.06± .015 406-420 ... do....... ... .50 ,1.50 . 50

9. Nylon 12 resins for use only in food-contact films hav- 1.01± .015 335-355 ___ do........... 1.0 2.0 1.50
ing an average thickness not to exceed 0.0016 in, in­tended for use in contact with nonalcoholic food under the conditions of use A (sterilization not to ex­ceed 30 min at a tempera­ture not to exceed 250° F). B, C, D, E, F, G, and H, of table 2 of sec. 176.170(c) of this chapter.
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comes transparent or the sharp edges or 
corners of the sample become rounded 
as the melting point. In case of doubt 
as to the onset of melting, the sample is 
prodded with a sharp instrument. If it 
sticks to the heating block, it is con­
sidered to have melted. If the melting 
point is low, dry the sample in an oven 
at 85° C for 24 hours in a nitrogen a t­
mosphere then repeat the test.

(3) Solubility in boiling 4.2N HCl. The 
test shall be run on a sample approxi­
mately the size of a ^e-inch cube in at 
least 25 milliliters of 4.2 normal hydro­
chloric acid.

(4) Maximum extractable fraction in 
selected solvents. The procedure for de­
termining the maximum extractable 
fraction of the nylon resins in selected 
solvents is as follows:

(i) Film should be cut with ordinary 
scissors into pieces of a convenient size 
such as }4 -inch squares, for the extrac­
tion tests described in this section. The 
granules of nylon molding powders are 
in the proper form for the extraction 
tests. Samples of fabricated articles such 
as pipe, fittings, and other similar articles 
must be cut to approxiihately the size 
of the molding powder. This can be done 
conveniently by using a small-scale com­
mercial plastics granulator and cutting 
the sample through a screen having V4- 
inch mesh. Fine particles should be sepa­
rated from the cut resin by screening 
through a 20-mesh screen. The material 
retained on the screen is suitable for the 
extraction tests.

(ii) The organic solvents must be of 
American Chemical Society analytical 
reagent grade; distilled water is used. 
Approximately 30 grams of the prepared 
sample is weighed to the nearest milli­
gram. The weighed resin is transferred 
to a 500-rmilliliter round-bottom flask 
equipped with a reflux condenser. Ap­
proximately 300-milliliters of solvent is 
added to the flask and the contents re­
fluxed gently for 8 hours with a heating 
mantle. The solvent is then filtered off 
immediately while still hot, using a 
Buchner funnel approximately 5 inches 
in diameter, a suction flask, and a hard­
ened filter paper (Whatman No. 50 or 
equivalent). The paper is wet with the 
solvent and a slight suction applied just 
before starting the filtration. The resin 
is washed twice with approximately 100- 
milliliter portions of solvent and the 
combined filtrate and washings are re­
duced to approximately 25 milliliters by 
evaporation at reduced pressure (50 mil­
limeters to 100 millimeters of mercury, 
absolute), heating as necessary. The 
contents of the flask are transferred to 
an evaporation dish (which has been 
held in a vacuum desiccator over an­
hydrous calcium sulfate until constant 
weight has been attained) and care­
fully evaporated to dryness. The weight 
of the solid residue is determined by dif­
ference after holding in a vacuum desic­
cator over anhydrous calicum sulfate 
until constant weight has been attained. 
The percent of solids extracted is cal­
culated by dividing the weight of the, 
solid residue by the weight of the sample 
and multiplying by 100 .

§ 177.1520 Olefin polymers.
The olefin polymers listed in para­

graph (a) of this section may be safely 
used as articles or components of articles 
intended for use in contact with food, 
Subject to the provisions of this section.

(a) For the purpose of this section, 
olefin polymers are basic polymers manu­
factured as described in this paragraph, 
so as to meet the specifications prescribed 
in paragraph (c) of this section, when 
tested by the methods described in para­
graph (d) of this section.
• (1) Polypropylene consists of basic 
polymers manufactured by the catalytic 
polymerization of propylene.

(2) Polyethylene consists of basic 
polymers manufactured by the catalytic 
polymerization of ethylene.

(3) Olefin basic copolymers consist of 
basic copolymers manufactured by the 
catalytic copolymerization of:

(i) Two or more of the 1-alkenes 
having 2 to >8 carbon atoms. Such olefin 
basic copolymers contain not less than 
96 weight-percent of polymer units de­
rived from ethylene and/or propylene, 
except that oelfin basic copolymers man­
ufactured by the catalytic copolymeriza­
tion of two or more of.the monomers 
ethylene, propylene, butene-1,2-methyl- 
propene-1, and 2,4,4-trimethylpentene-l 
shall contain not less than 85 weight- 
percent of polymer units derived from 
ethylene and/or propylene; or

(ii) 4-Methylpentene-l and 1-alkenes 
having 6 to 10 carbon atoms. Such olefin 
basic copolymers shall contain not less 
than 95 molar percent of polymer units 
derived from 4-methylpentene-l ; or

(iii) Ethylene and propylene that may 
contain as modifiers not more than 5 
weight-percent of total polymer units 
derived by copolymerization with one or 
more of the following monomers :
5-Ethylidine-2-norbornene.
5-Methyiene-2-norbornene.

(iv) Ethylene and propylene that may 
contain as a modifier not more than
4.5 weight percent of total polymer units 
derived by copolymerization with 1,4- 
hexadiene.

(4) Poly(methylpentene) consists of 
basic polymers manufactured by the 
catalytic polymerization of 4-methyl­
pentene-l.

(b) The basic olefin polymers identi­
fied in paragraph (a) of this section may 
contain optional adjuvant substances re­
quired in the production of such basic 
olefin polymers. The optional adjuvant 
substances required in the production of 
the basic olefin polymers or finished 
food-contact articles may include sub­
stances permitted for such use by appli­
cable regulations in Parts 170 through 
189 of this chapter, substances generally 
recognized as safe in food and food pack­
aging, substances used in accordance 
with a prior sanction or approval, and 
the following:

Substance
7- (2i/-Naphtho[ 1,2-d ] triazol-2-yl) - 3 - phenyl- 

coumarin [Chemical Abstracts Service Reg­
istry No. 3333-62-8 ] having a melting point of 
250° to 251° C and a nitrogen content of 10.7 
to 11.2 percent.

Limitations
For use as an optical brightener only at 

levels not to exceed 20 parts per million 
by weight of olefin polymers having a 
thickness of 0.025 inch or less and com­
plying with the specifications for items 
1.1, 2.1, 3.1, 3.3, and 4 of paragraph (c) 
of this section; and under the condi­
tions described in § 176.170(c) of this 
chapter, table 2 under conditions of use 
Ë through G.

(c) Specifications:

Olefin polymers Density
Melting 
*  point (MP) or softening pbint (SP) 
( D egrees  

C e n tig ra d e )

Maximum extractable fraction (expressed as percent by weight of polymer) in «-hexane at specified temperatures

Maximum soluble fraction (expressed as percent by weight of polymer) in xylene at specified temperatures

1.1 Polypropylene.... ....... .....
1.2 Polypropylene, noncrystalline; foruse only to plasticize polyethylene described under items 2.1 and 2.2 of this table, provided that such plasticized polymers meet the max­imum extractable fraction and max­imum soluble fraction specifi­cations prescribed for such basic polyethylene.1.3 Polypropylene, noncrystalline, foruse only: To plasticize polypro­pylene described by item 1.1 of this table, provided that such plasticized polymers meet the maximum extractable fraction and maximum soluble fraction, specifications prescribed for such basic. polypropylene, and further provided that such plasticized polypropylene contacts food only of the types identified in § 176.170(c) of this chapter, table 1, under types I, II, IV-B, YI-B, VII-B, and \ III; and for use at levels not to exceed 50 pet by weight of any mix­ture employed as a food-contact coating provided such coatings contact food only of the types identified in § 176.170(e) of this chapter, table 1, under types T, II, IV-B, YI-B, VII-B, and VIII.

0.880-0.913 MP:160°- 180° C.0.80 -0.88 ...._____
6.4 pet at reflux temperature. 9.8 pet at 25° C.

0.80 -0.1 SP:115°- 138° C.
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Olefin polymers
MeltingpointDensity (MP) or softening point (SP) 
( D egrees  

C e n tig ra d e )

Maximum extractable fraction (expressed as percent by weight of polymer) in «-hexane at specified temperatures

Maximum soluble fraction (expressed as percent by weight of polymer) in xylene at specified temperatures

2.1 Polyethylene for use in articles thatcontact food except for articles used for packing or .holding food during cooking.
2.2 Polyethylene for use in articles usedfor packing or holding food during cooking.
2.3 Polyethylene for use only' as com­ponent of food-contact coatings at levels up to and including 50 per­cent by weight of any mixture em­ployed as a food-contact coating.
3.1 Olefin copolymers described in par.(a) (3) (i) of this section for use in articles that contact food except for articles used for packing or hold­ing food during cooking.
3.2 Olefin copolymers described in par.(a)(3)(i) of this section for use in articles used for packing or holding food during cooking.
3.3 Olefin copolymers described in par.(a)(3)(ii) of this section.
3.4 Olefin copolymers, primarily non­crystalline, described in par. (a)(3) (iii) of this section provided that such olefin polymers have a mini­m u m  viscosity average molecular weight of 120,000 as determined by the method described in par.(d) (5) of this section and a mini­m u m  Mooney viscosity of 35 as determined by the method de­scribed in par. (d)(6) of this sec­tion, and further provided that such olefin copolymers contact food only of the types identified in sec. 176.170(c) of this chapter, table 1, under types I, II, III, IV-B, VI, VII, VIII, and IX.
3.5 Olefin copolymers, primarily non­crystalline, described in paragraph (a)(3)(iv) of this section, provided that such olefin polymers have a minimum viscosity average molec­ular weight of 95,600 as determined by the method described in para­graph (d)(5) of this section, and further provided that such olefin polymers are used oly in blends •vith olefin polymers described under items 1.1, 2.1, and 2.2 of this table at a maximum level of 25. pet by weight, ahd provided that such olefin copolymers contact food only of the types identified in § 176.170(e) of this chapter, table 1, under types I, II, IV— B, VI, VII-B, and VII at temperatures not exceeding 190° F.
4. Poly (methylpentene)..........

0.85 -1.00 ........  5.5 pet at 50° C.

0.85 -1.00 ........  2.6 pet at 50° C..

0.85 -1.00 ......... 53 pet at 50° C . ..

0.85 -1.00 ........  5.5 pet at 50° C.,

0.85 -1.00 .......r. 2.6 pet at 50° C .

0.82 -0.85 MP: 235°-- 6.6 pet at reflux 250° C. temperature. 
0.85 -0.90 ...... ............. ..i

0.85-0.90.

0.82 -0.85 Jd P: 235°- 6.6 pet at reflux 250° C. temperature.

11.3 pet at 25° C.

Do.

75 pet at 25° C.

30 pet at 25° C.

Do.

7.5 pet at 25° C,

7.5 pet at 25° C.

id) The analytical methods for deter­
mining whether olefin polymers conform 
to the specifications prescribed in this 
section are as follows, and are applicable 
to the basic polymer in film form not ex­
ceeding 4 mils in thickness. The film 
to be tested shall be cut into approxi­

mately 1-inch squares by any convenient 
method that avoids contamination by 
dust, dirt, or grease (No te : D o not touch 
samples with bare fingers—use forceps to 
hold or transfer samples).

(1) Density. Density shall be de­
termined by ASTM Method D 1505.

(2) Melting point or softening point— 
(i) Melting point. The melting point 
shall be determined by ASTM Method D 
2117-62T.

(ii) Softening point. The softening 
point shall be determined by ASTM 
Method E 28-58T.

(3) Maximum extractable fraction in 
n-hexane—(i) Olefin Copolymers de­
scribed in paragraph (a) (3) (ii) of this 
section, polypropylene, and poly (methyl­
pentene). A sample is refluxed in the 
solvent for 2 hours and filtered at the 
boiling point. The filtrate is evaporated 
and the total residue weighed as a 
measure of the solvent extractable 
fraction.

(a) Apparatus. (1) E r l e n m e y e r  
flasks, 250-milliliter, with ground joint.

(2) Condensers, Allihn, 400-millimeter 
jacket, with ground joint.

(3) Funnels, ribbed 75-millimeter di­
ameter, stem cut to 40 millimeters.

. (4) Funnels, Bfichner type, with 
coarse-porosity fritted disc, 60-milli­
meter diameter.

(5) Bell jar for vacuum filtration into 
beaker.

(b) Reagent, n-Hexane, commercial 
grade, specific gravity 0.663-0.667 (20° 
C/20° C), boiling range 66° C-69° C, 
or equivalent.

(c) Procedure. Weigh 1 gram of 
sample accurately and place in a 250- 
milliliter Erlenmeyer flask containing 
two or three boiling stones. Add 100 
milliliters of solvent, attach the flask to 
the condenser (use no grease), and re­
flux the mixture for 2 hours. Remove 
the flask from the heat, disconnect the 
condenser, and filter rapidly, while still 
hot, through a small wad of glass wool 
packed in a short-stem funnel into a 
tared 150-millimeter beaker. Rinse the 
flask and filter with two 10-milliliter 
portions of the hot solvent, and add the 
rinsings to the filtrate. Evaporate the fil­
trate on a  stream bath with the aid of a 
stream of nitrogen. Dry the residue in a 
vacuum oven at 110° C for 2 hours, cool 
in a desiccator, and weigh to the nearest 
0.0001 gram. Determine the blank on 
120 milliliters of solvent evaporated in a 
tared 150-milliliter beaker. Correct the 
sample residue for this blank if signifi­
cant. Calculation:
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Grams of residue
------------ X 100=Percent extractable with 71-hexane.
Grams of sample

(ii) Olefin copolymers described in 
paragraph (a) (3) (i) of this section and 
polyethylene. A sample is extracted at 
50° C in the solvent for 2 hours and 
filtered. The filtrate is evaporated and 
the total residue weighed as a measure 
of the solvent extractable fraction.

(a) Extraction apparatus. Two-liter, 
straight-walled, Pyrex (or equivalent) 
resin kettles, fitted with three-hole 
ground-glass covers are most conven­
ient for this purpose. The cover is fitted 
with a thermometer, a gas-tight stirrer 
driven by an air motor or explosion-proof 
electric motor, and a reflux condenser. 
The kettle is fitted with an electric heat­
ing mantle of appropriate size and shape, 
which is controlled by a variable-voltage 
transformer.

(b) Evaporating apparatus. Rapid 
evaporation of large volumes of solvent 
requires special precautions to  prevent 
contamination by dust. This is facili­
tated by a special “gas” cover consist­
ing of an inverted flat Pyrex crystallizing 
dish of an appropriate size (190 milli­
meters x 100 millimeters) to fit a 1-liter 
beaker. Through the center of the dish 
are sealed an inlet tube for preheated, 
oxygen-free nitrogen, and an outlet tube 
located 1 inch off center. Nitrogen is fed 
from the supply source through a coil 
of 14-inch stainless steel tubing im­
mersed in the same steam bath used to 
supply heat for Solvent evaporation. All 
connections are made with flexible tetra- 
fluoroethylene tubing.

(c) Reagents—(1) n-Hexane. Spectro- 
grade n-hex ane.

(2) Nitrogen. High-purity dry nitro­
gen containing less than 10 parts per 
million of oxygen.

(d) Procedure. Transfer 2.5 grams 
(accurately weighed to nearest 0.001 
gram) of the polymer to the resin ket­
tle. Add 1 liter of solvent and clamp top 
in position. Start water flowing through 
jacket of the reflux condenser and apply 
air pressure to the stirring motor to pro­
duce vigorous agitation. Turn on heating 
jacket with transformer set at a pre­
determined voltage to bring the tem­
perature of the contents to 50° C within 
20-25 minutes. As the thermometer read­
ing approaches 4.5° C-47° C, reduce the 
voltage to the predetermined setting that 
will just maintain the temperature at 
50° c .  Do not overshoot the prescribed 
temperature. Should this occur discard 
the test and start afresh. Exactly 2 hours 
after the solvent temperature has 
reached 50° C, disconnect the heater, re- 
m°ve the resin kettle from the heating 
jacket, and decant the solvent, while still 
warm, through a coarse filter paper

placed on top of a fritted-glass funnel, 
collecting the filtrate in a tared, glass- 
stoppered Erlenmeyer flask of 1-liter ca­
pacity. Determine the weight of the fil­
trate recovered to the nearest gram. Re­
covery should be at least 90 percent of 
the original solvent. Losses due to evap­
oration during heating and filtering have 
been found not to exceed 10 percent. 
Transfer about half of the solvent filtrate 
to a 1-liter beaker placed on an opening 
in the steam bath and immediately cover 
with the special “gas” cover, the inlet 
tube of which has been attached with 
flexible tetrafluoroethylene tubing to a 
source of high-purity nitrogen in series 
with a stainless steel heating coil im­
mersed directly in the body of the 
steam bath. Maintain a positive flow of 
warm nitrogen gas throughout the evap­
oration of the solvent, adding the re­
mainder of the filtrate from the Erlen­
meyer flask as the evaporation proceeds. 
When the volume of the solvent has been 
reduced to about 50 milliliters, transfer 
the concentrated liquid to a previously 
tared weighing dish of suitable size. Wash 
the beaker twice with 20-30 milliliter 
portions of warm solvent, adding the 
washings to the weighing dish while con­
tinuing to evaporate the remainder of the 
solvent under the gas cover with its flow 
of warm nitrogen directed toward the 
center of the dish. In the event that an 
insoluble residue that cannot be removed 
with warm solvent remains in the beaker, 
it may be necessary to heat with a small 
amount of a higher boiling solvent such 
as benzene or toluene, transferring these 
washings to the weighing dish before 
final evaporation to dryness. Transfer 
the weighing dish with its residue to a 
vacuum desiccator, and allow it to re­
main overnight (at least 12 hours), after 
which the net weight of the dry residue 
is determined to the nearest 0.0001 gram. 
Correct the result for any solvent blank 
equivalent to the nonvolatile matter de­
termined to be contained in the amount 
of solvents used in the test.

(4) Maximum soluble fraction in 
xylene—(i) Olefin copolymers described 
in paragraph (a)(3)(H) of this section, 
polypropylene, and poly(methylpentene) .
A sample is dissolved completely in 
xylene by heating and stirring in a bottle 
with little free space. The solution is 
allowed to cool without stirring, where­
upon the insoluble portion precipitates 
and is filtered off; the total solids con­
tent of the filtrate is then determined as 
a measure of the soluble fraction.

(a) Apparatus, (l) Pyrex (or equiv­
alent) reagent bottle, 125-milliliter, 
glass-stoppered.

(2) Heating mantle of size for 150- 
milliliter beaker (or suitable aluminum 
block to fit the 125-milliliter bottle de­
scribed in paragraph (d) (4) (i) (a) (1) of 
this section.

(3) Magnetic stirrer for use under the 
heating mantle (combination magnetic 
stirrer and hotplate may be used if 
aluminum block is used in place of heat­
ing mantle).

(4) Variable-voltage transformer, 7.5 
amperes.

(5) Tetrafluoroethylene - resin-coated 
sirring bar, 1-inch long.

(6) Constant temperature water bath 
maintained at 25° C±0.5° C.

(7) Aluminum dishes, 18 millimeters x 
60 millimeters, disposable.

(8) Funnel, Buchner type, with coarse- 
porosity fritted disc, 30-60 millimeter 
diameter.

(b) Reagent. Xylene with antioxi­
dant. Dissolve 0.020 gram erf phenyl-/3- 
naphthylamine in 1 liter of industrial 
grade xylene having specific gravity 
0.856-0.867 (20° C/20° C> and boiling 
range 123° C -I6O0 C.

(c) Procedure. Weigh 1 to 2 grams of 
sample to the nearest 0.001 gram and 
place in a 125-milliliter Pyrex reagent 
bottle containing a 1-inch long tetra- 
fluoroethylene-resin-coated stirring bar. 
Add 100 milliliters of solvent, set the stop­
per in lightly, and place the bottle in the 
heating mantle or aluminum block main­
tained a t a temperature of 120° C, and 
stir with a magnetic stirrer until the 
sample is completely dissolved. Remove 
the bottle from the heat and allow it to 
cool T hour in the air, without stirring. 
Then place the bottle in a water bath 
maintained at 25° C ±0.5° C, and allow 
to stand 1 hour without stirring. Next, 
remove the bottle from the water bath, 
shake, and pour part of the contents into 
the coarse-porosity fritted-glass funnel. 
Apply suction, and draw 30-40 milliliters 
of filtrate through, adding more slurry 
to the funnel, and catching the filtrate 
in a large test tube. (If the slurry is hard 
to filter, add 10 grams of diatoihaceous 
earth filter aid to the bottle and shake 
vigorously just prior to the filtration.) 
Pipet a suitable aliquot (preferably 20 
milliliters) of the filtrate into a tared 
aluminum disposable dish. Place the dish 
on a steam bath covered with a fresh 
sheet • of aluminum foil and invert a 
short-stemmed 4-inch funnel over the 
dish. Pass nitrogen (heated if desired) 
down through the funnel a t a rate suffi­
cient to just ripple the surface of the 
solvent. When the liquid has evaporated, 
place the dish in a vacuum oven a t 140°
C and less than 50 millimeters mercury 
pressure for 2 hours. Cool in a desiccator 
and weigh. (Note: If the residue value 
seems high, redry in the vacuum oven 
for one-half hour to ensure complete re­
moval of all xylene solvent.) Calculation :
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Grams of residue 100 milliliters , . .__________:__x ----------------- ------ X100= Percent soluble in xylene
Grams of sample volume of aliquot in milliliters

(ii) Olefin copolymers described in 
paragraph (a) (3) (i) of this section and 
polyethylene. A sample is extracted in 
xylene at reflux temperature for 2 hours 
and filtered. The filtrate is evaporated 
and the total residue weighed as a meas­
ure of soluble fraction.

(a) Apparatus—(1) Extraction ap­
paratus. Two-liter, straight-walled Py- 
rex (or equivalent) resin kettles, fitted 
with ground-glass covers, are most con­
venient for this purpose. The cover is 
equipped with a thermometer and an 
efficient reflux condenser. The kettle is 
fitted with an electric heating mantle 
of appropriate size and shape which 
is controlled by a variable-voltage 
transformer.

(2) Constant temperature water bath. 
I t  must be large enough to permit im­
mersion of the extraction kettle and set 
to maintain 25° C±0.1° C.

(3) Evaporating apparatus. Gas cov­
er consisting of a flat Pyrex crystallizing 
dish (190 millimeters x 100 millimeters) 
inverted to fit over a 1-liter beaker with 
8-millimeter gas inlet tube sealed 
through center and an outlet tube 1 inch 
off center. The beaker with gas cover 
is inserted in an electric heating mantle 
equipped with a variable-voltage trans-, 
former. The outlet tube is attached to 
an efficient condenser mounted on a re­
ceiving flask for solvent recovery and 
having an outlet for connection to an 
aspirator pump. The heating mantle 
(with the beaker) is mounted on a mag­
netic stirring device. An infrared heat 
lamp is mounted vertically 3-4 inches 
above the gas cover to prevent conden­
sation of the solvent inside the cover. 
Make all connections with flexible tetra- 
fluoroethylene tubing.

(b) Reagents—(1) Xylene. American 
Chemical Society j-eagent grade that has 
been redistilled through a fractionating 
column to reduce the nonvolatile residue.

(2) Nitrogen. High-purity dry nitro­
gen containing less than 10 parts per 
million oxygen.

(c) Procedure. Transfer 5 grams 
±0.001 gram of sample to the resin ket­
tle, add 1,000 milliliters (840 grams) of 
xylene, and clamp top in position after 
inserting a piece of glass rod to prevent 
bumping during .reflux. S tart water 
flowing through the jacket of the reflux 
condenser and apply full voltage (115 
volts) to the heating mantle. When the 
xylene starts to boil, reduce the voltage 
to a  level just sufficient to maintain re­
flux. After refluxing for a t least 2 hours, 
disconnect the power source to the man­
tle, remove the kettle, and allow to cool 
in air until the temperature of the con­
tents drops to 50° C, after which the 
kettle may be rapidly cooled to 25° C- 
30° C by immersing in a cold water bath. 
Transfer the kettle to a constant tem­
perature bath set to maintain 25° C 
±0.1° C, and allow to equilibrate for a 
least 1 hour (may be left overnight if 
convenient). Break up any precipitated 
polymers that may have formed, and 
decant the xylene solution successively 
through a fast filter paper and then

through a fritted-glass filter into a tared
1-liter Erlenmeyer flask, collecting only 
the first 450 milliliters—500 milliliters of 
filtrate (any attempt to collect more of 
the xylene solution" usually results in 
clogging the filter and risking losses). 
Reweigh the Erlenmeyer flask and cal­
culate the weight of the filtrate obtained 
to the nearest 0.1 gram. Transfer the 
filtrate, quantitatively, from the Erlen­
meyer flask to the 1-liter beaker, insert 
the beaker in its heating mantle, add a 
glass-coated magnetic stirring bar, and 
mount the gas cover in place, connecting 
the inlet tube to the nitrogen source and 
the outlet to the condenser of the receiv­
ing flask. Start a flow of nitrogen (2 to 
3 liters per minute) into the gas cover 
and connect an aspirator to the receiver 
using a free-flow rate equivalent to 6-7 
liters of air per minute. With the infrared 
lamp on, adjust the voltage to the heat­
ing mantle to give a distillation rate of 
12-13 milliliters per minute when the 
magnetic stirrer is revolving just fast 
enough to promote good boiling. When 
the volume of solvent in the beaker has 
been reduced to 30-50 milliliters, trans­
fer the concentrated extractive to a suit­
able weighing dish that has been-previ- 
ously tared (dry)-. Rinse the beaker twice 
with 10-20 milliliter portions of fresh 
xylene, adding the rinsings to the weigh­
ing dish. Evaporate the remainder of the 
xylene on an electric hotplate set a t low 
heat under the gas cover with a stream 
of nitrogen directed toward the center 
of the dish. Avoid any charring of the 
residue. Transfer the weighing dish to 
a vacuum desiccator at room tempera­
ture and allow to remain under reduced 
pressure for a t least 12 hours (over­
night), after which determine the net 
weight of the residue to the nearest 
0.0001 gram. Correct the result for non­
volatile solvent blank obtained by evap­
orating the equivalent amount of xylene 
under identical conditions. Calculate the 
weight of residue originally present in 
the total weight of solvent (840 grams), 
using the appropriate factor based on 
the weight of filtrate evaporated.

(5) Viscosity average molecular 
weight olefin copolymers described in 
paragraphs (a) (3) (.Hi) and (iv) of this 
section. The viscosity average molecular 
weight shall be determined from the kin­
ematic viscosity (ASTM Method D 445)4 
of solutions of the copolymers in solvents 
and at temperatures as follows:

(i) Olefin polymers described in para­
graph (a) (3) (iii) of this section in deca- 
hydronaphthalene at 135° C.

(ii) Olefin polymers described in para­
graph (a) (3) (iv) of this section in tetra- 
chloroethylene at 30° C.

(6) Mooney viscosity — olefin copoly­
mers described in paragraph (a) (3) (iii) 
of this section. Mooney viscosity is deter­
mined by ASTM Method D 1646-63, us­
ing the large rotor at a temperature of 
212° F, except that a temperature of

“Copies may be obtained from:. American 
Society for Testing and Materials, 1916 Race 
Street, Philadelphia, PA 19103.

260° F shall be used for those copolymers 
whose Mooney viscosity cannot be deter­
mined at 212° F. The apparatus contain­
ing the sample is warmed for 1 minute, 
run for 8 minutes, and viscosity mea­
surements are then made.

(e) Olefin copplvmers described in 
paragraph (a) (3) (i) of this se'tion and 
polyethylene, alone or in combination, 
may be subjected to irradiation bom­
bardment from a source not to exceed
2.3 million volts intensity to cause mo­
lecular crosslinking of the polymers to 
impart desired properties, such as in­
creased strength and increased ability to 
shrink when exposed to heat.

(f) The olefin polymers identified in 
and complying with this section, when 
used as components of the food-contact 
surface of any article that is the sub­
ject of a regulation in Parts 174,175,176, 
177, 178, and § 179.45 of this chapter, 
shall comply with any specifications and 
limitations prescribed by such regulation 
for the article in the finished form in 
which it is to contact food.

(g) The provisions of this section are 
not applicable to olefin polymers identi­
fied in § 175.105 (c) (5) of this chapter 
and used in food-packaging adhesives 
complying with § 175.105 of this chapter.
§ 177.1550 Perfluorocarbon resins.

Perfluorocarbon resins may be safely 
used as articles or components of articles 
used in producing, manufacturing, pack­
ing, processing, preparing, treating, 
packaging, transporting, or holding food, 
in accordance with the following pre­
scribed conditions:

(a) Perfluorocarbon resins are pro­
duced by the homopolymerization and/ 
or copolymerization of hexafluoropropyl- 
ene and tetrafluoroethylene, to which 
may have been added certain optional 
substances to impart desired technologi­
cal properties to the resins. Subject to 
any limitations prescribed in this sec­
tion, the optional substances may in­
clude:

(1) Substances generally recognized 
as safe in food and food packaging.

(2) Substances the use of which is 
permitted under applicable regulations 
in this part, prior sanctions, or approvals.

(b) Perfluorocarbon resins shall con­
form to the specifications prescribed in 
paragraph (b) (1) of this section and 
shall meet the extractability limits pre­
scribed in paragraph (b) (2) of this sec­
tion.

(1) Specifications—(i) Infrared iden­
tification. Perfluorocarbon resins can 
be identified by their characteristic in­
frared spectra.

(ii) Melt viscosity. Perfluorocarbon 
resins have a melt viscosity of not less 
than 10* poises at 380° C as determine 
by American Society for Testing Mat 
rials Method D-1238-57T. Melt viscos­
ity of the copolymers shall not varyffiore 
than 50 percent within $2-hour at 380r_“ '

(iii) Thermal instability index. The 
thermal instability index of the tetra- 
fluoroethylene hemopolymer shall 
exceed 50 as determined by American 
Society for Testing Materials Metnoa 
n_1AR7-RRT.
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(2) Limitations. Perfluorocarbon res­

ins when extracted at reflux tempera­
tures for 2 hours separately with dis­
tilled water, 50 percent ethanol in water, 
n-heptane, and ethyl acetate shall meet 
the following extractability limits:

(i) Total extractives not to exceed 
0.2 milligram per square inch.

(ii) Fluoride extractives calculated as 
fluorine not to exceed 0.03 milligram per 
square inch.
§ 177.1570 Poly-1-butene resins and bu- 

tene/ethylene copolymers.
The poly-1-butene resins and butene/ 

ethylene copolymers identified in this 
section may be safely used as articles or 
components of articles intended for use 
in contact with food subject to the pro­
visions of this section.

(a) Identity. Poly-1-butene resins are 
produced by the catalytic polymerization 
of butene-1 liquid monomer. Butene/ 
ethylene copolymers are produced by the 
catalytic polymerization of 1-butene 
liquid monomer in the presence of small 
amounts of ethylene monomer so as to 
yield no higher than a 5 weight percent 
concentration of polymer units derived 
from ethylene in the copolymer.

(b) Specifications and limitations. 
Poly-l-butene resins and butene/ethyl- 
ene copolymers shall conform to the 
specifications prescribed in paragraph 
(b) (1) of this section, and shall meet the 
extractability limits prescribed in para­
graph (b) (2) of this section.

(1) Specifications—(i) Infrared Iden­
tification. Poly-l-butene resins and 
butene/ethylene copolymers can be iden­
tified by their characteristic infrared 
spectra.

(ii) Viscosity. Poly-l-butene resins 
and the buten'e/ethylene copolymers 
have an intrinsic viscosity 1.0 to 3.2 as 
determined by ASTM Method D-1601.

(iii) Density. Poly-l-butene resins 
have a density of 0.904 to 0.920 gms/cm3, 
and butene/ethylene copolymers have a 
density of 0.890 to 0.916 gms/cm3 as de­
termined by ASTM Method D-1505-63T.

(iv) Melt index. Poly-l-butene resins 
have a melt index of 0.1 to 24 and the 
butene/ethylene copolymers have a melt 
index of 0.1 to 20 as determined by 
ASTM Method D-1238, Condition E.

(2) Limitations. Poly-l-butene resins 
and butene/ethylene copolymers for use 
in articles that contact food, and for 
articles used for packing or holding food 
during cooking shall yield no more than 
the following extractables:

(i) Poly-l-butene resins and butene/ 
ethylene copolymers may be used as arti­
cles or components of articles intended 
for use in contact with food, provided 
that the maximum extractables do not 
exceed 2.5 percent by weight of the poly­
mer when film or molded samples are 
tested for two hours at 50° C in n-hep­
tane; and provided further that the 
butene/ethylene copolymer contains no 
more than 1.5 percent by weight of 
polymer units derived from ethylene.

( i i )  B u t e n e / e t h y l e n e  c o p o l y m e r s  c o n ­
t a i n i n g  n o  m o r e  t h a n  5  p e r c e n t  b y  

w e i g h t  o f  p o l y m e r  u n i t s  d e r i v e d  f r o m  

e t h y l e n e  m a y  b e  u s e d  i n  f o o d - c o n t a c t  
f i l m s  o f  n o  m o r e  t h a n  1  m i l  t h i c k n e s s

where such films are manufactured from 
this copolymer blended with polypropy­
lene, complying with § 177.1520, pro­
vided that the finished film contain no 
more than 60 parts butene/ethylene co­
polymer and the maximum extractables 
of the finished film do not exceed 9.3 
percent by weight of the film when ex­
tracted for two hours at 50° C, in n-hep­
tane.

(iii) Poly-l-butene resins and butene/ 
ethylene copolymers may be used as arti­
cles or components of articles intended 
for packaging or holding food during 
cooking, provided that the thickness of 
such polymers in the form in which they 
contact food shall not exceed 4 mils and 
yield maximum extractables of not more 
than 2.5 percent by weight of the poly­
mer when films are extracted for two 
hours at 50° C in n-heptane; and pro­
vided further that the butene/ethylene 
copolymers contains no more than 1.5 
percent by weight of polymer units de­
rived from ethylene.
§ 177.1580 Polycarbonate resins.

Polycarbonate resins may be safely 
used as articles or components of articles 
intended for use in producing, manufac­
turing, packing, processing, preparing, 
treating, packaging, transporting, or 
holding food, in accordance with the 
following prescribed conditions:

(a) Polycarbonate resins are polyes­
ters produced by:

(1) The condensation of 4,4'-iso- 
propylidenediphenol and carbonyl chlo­
ride to which may have been added cer­
tain optional adjuvant substances re­
quired in the production of the resins; 
or by

(2) The reaction of molten 4,4'-iso- 
propylidenediphenol with molten di­
phenyl carbonate in the presence of the. 
disodium salt of 4,4'-isopropylidenedi- 
phenol.

(3) The condensation of 4,4'-isopro- 
pylidenediphenol, carbonyl chloride, and 
0.5 percent weight maximum of a2,«6- 
bis( 6-hydroxy-w-tolyl mesitol to which 
may have been added certain optional 
adjuvant substances required in the 
production of branched polycarbonate 
resins.

(b) The optional adjuvant substances 
required in the production of resins pro­
duced by the methods described in 
paragraph (a) (1) and (3) of this sec­
tion may include substances generally 
recognized as safe in food, substances 
used in accordance with a prior sanction 
or approval, and the following:
List of substances: Limitations

p-tert-B utylphenol__ _____  _________
Chloroform ____ __________  _______
Ethylene dichloride_____ __  ______ __
Heptane ___________ ;___  __ ______
Methylene chloride_________  _________
Monochlorobenzene__ _____  Not to ex­

ceed 
500 
p.p.m. 
as re­
sidual

« solvent
in fin­
ished 
resin.

Pyridine ______ ___________  ___ _____
Trie thy lam in e_____ :_J._____ ______ __

(c) Polycarbonate resins shall con­
form to the specification prescribed in 
paragraph (c)(1) of this section and 
shall meet the extractives "limitations 
prescribed in paragraph (c) (2) of this 
section.

(1) Specification. Polycarbonate res­
ins can be identified by their character­
istic infrared spectrum.

(2) Extractives limitations. The poly­
carbonate resins to be tested shall be 
ground or cut into small particles that 
will pass through a U.S. standard sieve 
No. 6 and that will be held on a U.S. 
standard sieve No. 10.

(i) Polycarbonate resins, when ex­
tracted with distilled water at reflux 
temperature for 6 hours, shall yield total 
extractives not to exceed 0.15 percent by 
weight of the resins.

(ii) Polycarbonate resins, when ex­
tracted with 50 percent (by volume) 
ethvl alcohol in distilled water at reflux 
temperature for 6 hours, shall yield total 
„extractives not to exceed 0.15 percent 
by weight of the resins.

(iii) Polycarbonate resins, when ex­
tracted with n-heptane at reflux tem­
perature for 6 hours, shall yield total 
extractives not to exceed (1.15 percent by 
weight of the resins.
§ 177.1590 Polyester elastomers.

•The polyester elastomers identified in 
paragraph (a) of this section may be 
safely used as the food-contact surface 
of articles intended for use in contact 
with bulk quantities of dry food of the 
type identified in §176.170(0 of this 
chapter, table 1, under .type VIII, in ac­
cordance with the following prescribed 
conditions:

(a) For the purpose of this section, 
polyester elastomers are those produced 
by the ester exchange reaction when one 
or more of the following phthalates— 
dimethyl terephthalate, dimethyl or- 
thophthalate, and dimethyl isophtha- 
late—is made to react with alpha-hydro­
omega -hydroxypoly (oxy tetramethy lene) 
and/or 1,4-butanediol such that the fin­
ished elastomer has a number average 
molecular weight between 20,000 and
30,000.

(b) Optional adjuvant substances em­
ployed in the production of the polyester 
elastomers or added thereto to impart 
desired technical or physical properties 
may include the following substances:
List of substances: Limitations

4,4' - Bis (a lvh a ,  For use only as an 
aZpTia-dlmethyl- antioxidant,
benzyl) diphen- 
ylamine.

Tetrabutyl tita- For use only as a 
n a te ________ catalyst.

(c) An appropriate sample of the 
finished polyester elastomer in the form 
m which it contacts food, when subjected 
to method 6191 in Federal Test Method 
Standard No. 141, using No. 50 Emery 
abrasive in lieu of Ottawa sand, shall 
exhibit an abrasion coefficient of not less 
than 100 liters per mil of thickness.
§ 177.1600 Polyethylene resins, carboxyl 

modified.
Carboxyl-modified polyethylene resins 

may be safely used as the food-contact
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surface of articles intended for use in 
contact with food in accordance with 
the following prescribed conditions:

(a) For the purpose of this section, 
carboxyl-modified polyethylene resins 
consist of basic polymers produced when 
ethylene-methyl acrylate basic copoly­
mers, containing no more than 25 weight 
percent of polymer units derived from 
methyl acrylate, are made to react in an 
aqueous medium with one or more of 
the following substances:

Ammonium hydroxide.
Calcium carbonate.
Potassium hydroxide.
Sodium hydroxide.
(b) The finished food-contact article, 

when extracted with the solvent or sol­
vents characterizing the type of food 
and under the conditions of time and 
temperature characterizing the condi­
tions of its intended use as determined 
from tables 1 and 2 of § 176.170(c) of 
this chapter, yields total extractives in 
each extracting solvent not to exceed 0.5 
milligram per square inch of food- 
contact surface as determined by the 
methods described in § 176.170(d) of this 
chapter; and if the finished food-contact 
article is itself the subject of a regulation 
in Parts 174, 175, 176, .177, 178 and 
S 179.45 of this chapter, it shall also 
comply with any specifications and limi­
tations prescribed for it by that regula­
tion. In  testing the finished food-contact 
articles, a separate test sample is  to be 
used for each required extracting solvent.

(c) The provisions of paragraph (b) 
of this section are not applicable to 
carboxyl-modified polyethylene resins 
used in food-packaging adhesives com­
plying with § 175.105 of this chapter.
§ 177.1610 Polyethylene, chlorinated.

Chlorinated polyethylene identified in 
this section may be safely used as ar­
ticles or components of articles that con­
tact food, except for articles used for 
packing or holding food during cooking, 
subject to the provisions of this section.

(a) For the purpose of this section, 
chlorinated polyethylene consists of basic 
polymers produced by the direct chlorin­
ation of polyethylene conforming to the 
density, maximum w-hexane extractable 
fraction, and maximum xylene soluble 
fraction specifications prescribed under 
item 2.1 of the table in § 177.1520(c). 
Such chlorinated polyethylene contains a 
maximum of 60 percent by weight of 
total chlorine, as determined by ASTM 
Method D 1303-55, and has a 7.0 percent 
maximum extractable fraction in n-hex­
ane a t 50° C as determined by the 
method described in § 177.1520(d) (3) (ii).

(b) Chlorinated polyethylene may be 
used in contact with all types of food, 
except that when used in contact with 
fatty food of types HI, IV-A, V, Vn-A, 
and IX described in table 1 of § 176.170
(c) of this chapter, chlorinated polye­
thylene is limited to use only as a modi­
fier admixed a t levels not exceeding 15 
weight percent in plastic articles pre­
pared from polyvinyl chloride and/or 
from vinyl chloride copolymers comply­
ing with § 177.1980.

§ 177.1620 Polyethylene, oxidized.
Oxidized polyethylene identified in 

paragraph (a) of this section may be 
safely used as a component of food- 
contact articles, in accordance with the 
following prescribed conditions:

(a) Oxidized polyethylene is» the basic 
resin produced by the mild air oxidation 
of polyethylene conforming to the den­
sity, maximum n-hexane' extractable 
fraction, and maximum xylene soluble 
fraction specifications prescribed under 
item 2.3 of the table in § 177.1520(c). 
Such oxidized polyethylene has a mini­
mum number average molecular weight 
of 1,200, as determined by high tempera­
ture vapor pressure osmometry, contains 
a maximum of 5 percent by weight of 
total oxygen, and has an acid value of 
9 to 19.

(b) The finished food-contact article, 
when extracted with the solvent or sol­
vents characterizing the type of food and 
under the conditions of time and tem­
perature characterizing the conditions 
of its intended use as determined from 
tables 1 and 2 of § 176.170(c) of this 
chapter, yields net acidified chloroform- 
soluble extractives not to exceed 0.5 mil­
ligram per square inch of food-contact 
surface when tested by the methods de­
scribed in § 177.1330(c), except that net 
acidified chloroform-soluble extractives 
from paper and paperboard complying 
with § 176.170 of this chapter may be 
corrected for wax, petrolatum, and 
mineral oil as provided in § 176.170(d)
(5) (iii) (b) of this chapter. If the fin­
ished food-contact article is itself the 
subject of a regulation in Parts 174, 175, 
176,177,178 and § 179.45 of this chapter, 
it shall also comply with any specifica­
tions and limitations prescribed for it by 
such regulations. (Note: In testing the 
finished food-contact article, use a sep­
arate test sample for each extracting 
solvent.)

(c) The provisions of this section are 
not applicable to oxidized polyethylene 
used as provided in §§ 175.105 and 176.- 
210 of this chapter, and § 177.2800. The 
provisions of paragraph (b) of this sec­
tion are not applicable to oxidized 
polyethylene used as provided in §§ 175.- 
125 and 176.170(a)(5) of this chapter 
and § 177.1200.
§ 177.1630 Polyethylene phthalate poly­

mers.
Polyethylene phthalate polymers iden­

tified in this section may be safely used 
as, or components of plastics (films, arti­
cles, or fabric) intended for use in con­
tact with food in accordance with the 
following prescribed conditions:

(a) Polyethylene phthalate films con­
sist of a base sheet of ethylene tereph- 
thalate polymer or ethylene terephthal- 
ate-isophthalate copolymers, to which 
have been added optional substances, 
either as constituents of the base sheet 
or as constitutents of coatings applied to 
the base sheet.

(b) Polyethylene phthalate articles 
consist of a base polymer of ethylene ter- 
ephthalate polymer to which have been 
added optional substances, either as con­

stituents of the base polymer or as con­
stituents of coatings applied to the base 
polymer.

(c) (1) Polyethylene phthalate spun- 
bonded nonwoven fabric consist of con­
tinuous filaments of ethylene tereph- 
thalate polymer and ethylene tereph- 
thalate-isophthalate copolymer to which 
may have been added optional adjuvant 
substances required in their preparation 
and finishing.

(2) The ethylene terephthalate-iso- 
phthalate copolymer component of the 
fabric shall not exceed 25 percent by 
weight. The filaments may be blended 
with other fibers regulated for the spe­
cific use and the spunbonded fabric may 
be further bonded by application of heat 
and/or pressure.

(3) The fabric shall be used only in 
accordance with paragraph (i) of this 
section.

(d) The quantity of any optional sub­
stance employed in the production of 
polyethylene phthalate plastics does not 
exceed the amount reasonably required 
to accomplish the intended physical or 
technical effect or any limitation further 
provided. Any substance employed in the 
production of polyethylene phthalate 
plastics that is the subject of a regulation 
in Parts 174, 175, 176, 177, 178 ahd 
179 of this chapter conforms with any 
specification in such regulation.

(e) Substances employed in the pro­
duction of polyethylene phthalate plas­
tics include:

(1) Substances generally recognized 
as safe in food.

(2) Substances subject to prior sanc­
tion or approval for use in polyethylene 
phthalate plastics and used in accord­
ance with such sanction or approval.

(3) Substances which by regulation 
in Parts 174, 175, 176, 177, 178 and 
§ 179.45 of this chapter may be safely 
used as components of resinous or poly­
meric food-contact surfaces subject to 
the provisions of such regulation.

(4) Substances identified in this para­
graph (d) (4) subject to the limitations 
prescribed:

L i s t  o f  S u b s t a n c e s  a n d  L i m i t a t i o n s  

(1) Base sheet:
Ethylene terephthalate copolymers : Prepared 

by the condensation of dimethyl tereph­
thalate or terephthalic acid with ethylene 
glycol, modified with one or more of the 
following: Azelaic acid, dimethyl azelate, 
dimethyl sebacate, sebacic acid.

Ethylene terephthalate-isophthalate co­
polymers : Prepared by the condensation of 
dimethyl terephthalate and dimethyl 
isophthalate with ethylene glycol or tereph­
thalic acid and isophthalic acid with 
ethylene glycol. The finished copolymers 
contain 77-83 weight percent of polymer 
units derived from ethylene terephthalate. 
(li) Base sheet and base polymer:

„ E th y le n e  te r e p h th a la te  p o ly m er  : Prepared  
b y  t h e  c o n d e n s a t io n  o f  d im e th y l terep h - 
th a la te  a n d  e th y le n e  g ly co l.

Ethylene terephthalate polymer: Prepared by 
the condensation of terephthalic acid and 
ethylene glycol.
(iii) Coatings:

2-Ethylhexyl acrylate copolymerized with one 
or more of the following:

Acrylonitrile.
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L i s t  o p  S u b s t a n c e s  a n d  L i m i t a t i o n s —  
C o n tin u e d  

M eth a cry lo n itr ile .
M e th y la c r y la te .
M ethyl m e th a cr y la te .
I ta c o n ic  ac id .

V in y lid en e  c h lo r id e  co p o ly m er ized  w ith  o n e  
or m ore o f  th e  fo llo w in g : _  >

M eth acry lic  a c id  a n d  it s  m e th y l, e th y l,  
propyl, b u ty l,  or o c ty l esters .

A crylic a c id  a n d  it s  m e th y l, e th y l, prop y l, 
b u ty l, or o c ty l e sters .

A cry lo n itr ile . *
M eth a cry lo n itr ile .
V iny l ch lo r id e .
I ta c o n ic  a c id .
(iv ) E m u lsifiers:

S od ium  d o d ec y lb e n z e n e su lfo n a te :  As a n  a d ­
ju v a n t  in  t h e  a p p lic a t io n  o f  c o a tin g s  to  
th e  base s h e e t  or b ase  p o lym er.

S od iu m  la u ry l s u l f a t e : A s a n  a d ju v a n t  in  th e  
a p p lic a tio n  o f  c o a t in g s  to  t h e  b ase  s h e e t  
or b ase  p o lym er .

(f) Polyethylene phthalate plastics 
conforming with the specifications pre­
scribed in paragraph (f) (1) of this sec­
tion are used as provided in paragraph
(f) (2) of this section:

(1) Specifications, (i) The food con­
tact surface, when exposed to distilled 
water a t 250° P  for 2 hours, yields 
chloroform-soluble extractives not to ex­
ceed 0.5 mg/in2 of food contact surface 
exposed to the solvent; and -.

(ii) The food contact surface, when ex­
posed to n-heptane a t 150° P for 2 hours, 
yields chloroform-soluble extractives not 
to exceed 0.5 mg/ih2 of food contact sur­
face exposed to the solvent.

(2) Conditions of use. The plastics are 
used for packaging, transporting, or 
holding food, excluding alcoholic bever­
ages, at temperatures not to exceed 
250° P.

(g) Polyethylene phthalate plastics 
conforming with the specifications pre­
scribed in paragraph (g) (1) of this sec­
tion are used as provided in paragraph
(g) (2) of this section.

(1) Specifications, (i) The food 
contact surface meets the specifications 
in paragraph (f) (1) of this section: and

(ii) The food contact surface when 
exposed to 50 percent ethyl alcohol at 
120° P for 24 hours, yields chloroform- 
soluble extractives not to exceed 
0.5 m g/in3 of food contact surface ex­
posed to the solvent.

(2) Conditions of use. The plastics 
are used for packaging, transporting, or 
holding alcoholic beverages that do not 
exceed 50 percent alcohol by volume.

(h) Uncoated polyethylene phthalate 
plastics consisting of a base sheet 
or base polymer prepared as prescribed 
from substances identified in para­
graphs (e) (4) (i) and (ii) of this sec­
tion and conforming with the specifi­
cations prescribed in paragraph (h) (1) 
of this section are used as provided in 
paragraph (h)(2) of this section:

(1) Specifications, (i) The food 
contact surface, when exposed to dis­
tilled water at 250° P  for 2 hours yields 
chloroform-soluble extractives not to 
exceed 0.02 milligram/inch2 of food con­

tact surface exposed to the solvent; and
(ii) The food contact surface, when 

exposed to n-heptane at 150° F  for 2 
hours, yields chloroform-soluble extrac­
tives not to exceed 0.02 milligram/inch2 
of food contact surface exposed to the 
solvent.

(2) Conditions of use. The plastics 
are used to contain foods during oven 
baking or oven cooking at temperatures 
above 250° P.

(i) Polyethylene phthalate fabric, 
identified in paragraph (c) of this sec­
tion and conforming with the specifica­
tions prescribed in paragraph (i) (1) of 
this section, is used only as provided in 
paragraph (i) (2) of this section.

(1) Specifications. Chloroform-soluble 
extractives shall not exceed 0.2 milli­
gram/inch2 of food-contact surface when 
exposed to the following solvents a t tem­
peratures and times indicated:

(1) Distilled water a t 212“ P for 2 
hours.

(ii) n-Heptane a t 150° P  for 2 hours.
(iii) 50 percent ethyl alcohol at 120° 

P  for 24 hours.
(2) Conditions of use. The plastics are 

'intended for:
(i) Dry food contact.
(ii) Bulk food (excluding alcoholic 

beverages) repeated use applications, in­
cluding filtration, a t temperatures not 
exceeding 212° F.

(iii) Filtration of bulk alcoholic bev­
erages, not exceeding 50 percent alcohol 
by volume, a t temperatures not exceed­
ing 120° F.
§ 177.1640 Polystyrene and rubber- 

modified polystyrene.
Polystyrene and rubber-modified 

polystyrene identified in this section 
may be safely used as components of arti­
cles intended for use in cbntact with 
food, subject to the provisions of this 
section.

(a) Identity. For the purposes of this 
section, polystyrene and rubber-modified 
polystyrene are basic polymers manufac­
tured as described in this paragraph so 
as to meet the specifications prescribed 
in paragraph (c) of this section when 
tested by the method described in para­
graph (d) of this section.

(1) Polystyrene consists of basic 
polymers produced by the polymerization 
of styrene.

(2) Rubber-modified polystyrene con­
sists of basic polymers produced by com­
bining styrene-butadiene copolymers 
and/or polybutadiene with polystyrene, 
either during or after polymerization of 
the polystyrene, such that the finished 
basic polymers contain not less than 75 
weight percent of total polymer units 
derived from styrene monomer.

(b) Optional adjuvants. The basic 
polymers identified in paragraph (a) of 
this section may contain optional adju­
vant substances required in the produc­
tion of such basic polymers. Such op­
tional adjuvant substances may include 
substances permitted for such use by 
regulations in Parts 170 through 189 of 
this chapter, substances generally recog­
nized as safe in food, and substances used

in accordance with a prior sanction or 
approval.

(c) Specifications. (1) Polystyrene 
basic polymers identified in paragraph
(a) (1) of this section shall contain not 
more than 1 weight percent of total 
residual styrene monomer, as determined 
by the method described in paragraph
(d) of this section, except that when 
used in contact with fatty foods of types 
III, IV-A, V, VII-A, and IX described in 
table 1 of .§ 176.170(c) of this chapter, 
such polystyrene basic polymers shall 
contain not more than 0.5 weight percent 
of total residual Styrene monomer.

(2) Rubber-modified polystyrene basic 
polymers identified in paragraph (a) (2) 
of this section shall contain not more 
than 0.5 weight percent of total residual 
styrene monomer, as determined by the 
method described in paragraph (d) of 
this section.

(d) Analytical method for determina­
tion of total residual styrene monomer 
content—(1) Scope. This method is 
suitable for the determination of residual 
styrene monomer in all types of styrene 
polymers.

(2) Principle. The sample is dissolved 
in methylene chloride. An aliquot of the 
solution is injected into a gas chroma­
tograph. The amount of styrene mono­
mer present is determined from the area 
of the resulting peak.

(3) Apparatus—(i) Gas chroma­
tograph. Beckman GC-2A gas chroma­
tograph with hydrogen flame detector or 
apparatus of equivalent sensitivity.

(ii) Chromatograph column. One- 
quarter inch outside diameter stainless 
steel tubing (0.028 inch wall thickness), 
4 feet in length, packed with 20 percent 
polyethylene glycol (20,000 molecular 
weight) on alkaline treated 60-80 mesh 
firebrick.

(iii) Recorder. Millivolt range of 0-1, 
chart speed of 30 inches per hour.

(4) Reagents. Compressed air, puri­
fied; helium gas; hydrogen gas; meth­
ylene chloride, redistilled; and styrene 
monomer, redistilled.

(5) Operating conditions for the gas 
chromatograph, (i) The column is oper­
ated a t a temperature of 100° C with a 
helium flow rate of 82 milliliters per 
minute.

(ii) The hydrogen burner is operated 
with 15 pounds per square inch of air 
pressure and 7 pounds per square inch 
of hydrogen pressure.

(iii) The attenuation of the hydrogen 
flame detector is set at 2 x 102.

(6) Standardization, (i) Prepare a 
standard solution by weighing accurately 
15 to 20 milligrams of styrene monomer 
into a 2-ounce bottle containing 25.0 
milliliters of methylene chloride. Cap the 
bottle tightly and shake to thoroughly 
mix the solution.

(ii) By means of a microliter syringe, 
inject 1 microliter of the standard solu­
tion into the gas chromatograph. Meas­
ure the area of the styrene monomer 
peak which emerges after approximately 
12 minutes.

(7) Procedure, (i) Transfer 1 gram of 
sample (accurately weighed to the near­
est 0.001 gram to a 2-ounce bottle and
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add several glass beads. Pipette 25.0 
milliliters of methylene chloride into the 
bottle. Cap the bottle tightly and place 
on a mechanical shaker. Shake until the 
polymer is completely dissolved. If any 
insoluble residue remains, allow the bot­
tle to stand (or centrifuge a t a low 
speed) until a clear supernatant layer 
appears.

(ii) By means of a microliter syringe, 
inject' 3 microliters of the clear super­
natant liquid into the gas chromato- 
garph.

(iii) Measure the area of the resulting 
styrene monomer peak. Compare the 
sample peak area with the area produced 
by the standard styrene monomer solu­
tion. Calculation:

Milligrams monomer in standard X peak area of samplfe
Percent residual styrene monomer=---— ---------------- -— -Peak area of monomer standard Xsample weight in gramsX30

(e) Other specifications and limita­
tions. The polystyrene and rubber-modi­
fied polystyrene identified in and com­
plying with this section, when used as 
components of the food-contact surface 
of any article that is the subject of a 
regulation in Parts 174,175,176, 177, 178 
and § 179.45 of this chapter, shall com­
ply with any specifications and limita­
tions prescribed by such regulation for 
the article in the finished form in which 
it is to contact food.

(f ) Nonapplicability. The provisions of 
this section are not applicable to poly­
styrene and rubber-modified polystyrene 
used in food-packaging adhesives com­
plying with § 175.105 of this chapter.
§ 177.1650 Polysulfide polymer-poly­

epoxy resins.
Polysulfide polymer-polyepoxy resins 

may be safely used as the food-contact 
surface of articles intended for pack-

aging, transporting, holding, or other- 
.wise contacting dry food, in accordance 
with the following prescribed conditions:

(a) Polysulfide polymer-polyepoxy 
resins are the reaction products of liquid 
polysulfide polymers and polyfunctional 
epoxide resins, cured with the aid of 
tri(dimethylaminomethyl) phenol, to 
which have been added certain optional 
substances to impart desired techno­
logical properties to the resins. Sub­
ject to any limitations prescribed in this 
section, the optional substances may in-, 
elude:

(1) Substances generally recognized 
as safe in food and food packaging.

(2) Substances the use of which is 
permitted under applicable regulations 
in this part, prior sanctions, or ap­
provals.

(3) Substances .named in this sub- 
paragraph and further identified as re­
quired :

L i s t  o f substances
Bis(2-chloroethyl) formal..... ..................Bis (dichloropropyl) formal........... .... ........Butyl alcohol........ r..-,............ -------Carbon, black (channel process)____ ___..........Chlorinated paraffins.. ........................Epoxidized linseed oil__e............... t .......Epoxidized soybean oil...... ...................Epoxy resins (as listed in § 175.300(b) (3) (viii)(o) of this chapter).Ethylene glycol monobutyl ether..................Magnesium chloride.............. 1............Methyl isobutyl ketone______:...................Naphthalene sulfonic acid-formaldehyde condensate, so­dium salt.Sodium dibutyl naphthalene sulfonate..............Sodium hydrosulflde........................ ...Sodium polysulfide.....'......................./J,S',-y,y-Tetrachloro normal propyl ether...........Titanium dioxide........ .............. -■*.....Toluene... .......... ........------.....,----Trichloroethane....... ......... ,.......... ...1,2,3-Trichloropropane............ .............Urea-formaldehyde resins......... ...............Xylene.......... ............... ............

<b) The resins are used as the food- 
contact surface for dry food. 4

(c) An appropriate sample of the 
finished resin in the form in which it 
contacts food, when subjected to Method 
6191 in Federal Test Method Standard 
No. 141, published in “Varnish, Lacquer, 
and Related Materials—Methods of In­
spection and Sampling” (General Serv­
ices Administration, Washington 25, 
D.C.), using No. 50 Emery abrasive in 
lieu of Ottawa sand, shall exhibit an 
abrasion coefficient of not less than 20 
liters per mil of film thickness.
§ 177.1660 Poly (tetramethylene tereph- 

thalate).
Poly (tetramethylene terephthalate)

(poly (oxytetramethyleneoxyterephthal- 
oyl)) [Chemical Abstracts Service Reg-

. L im itations

Cross-linking agent.Solvent.
Cross-linking agent.

Solvent.
Solvent.

Wetting agent.

Cross-linking agent. 
Solvent.Gross-linking agent. Cross-linking agent.
Solvent.

istry No. 24968-12-51 identified in this 
section may be safely used as articles or 
components of articles intended to con­
tact nonalcoholic food, in accordance 
with the following prescribed condi­
tions :

(a) Identity. For the purpose of this 
section, poly (tetramethylene terephthal­
ate) is the reaction product of dimethyl 
terephthalate with 1,4-butanediol to 
which may have been added certain op­
tional substances to impart desired tech­
nological properties to the polymer.

(b) Optional adjuvant substances.
Poly ( tetramethylene terephthalate )
identified in paragraph (a) of this sec­
tion may contain optional adjuvant sub­
stances. The quantity of any optional ad­
juvant substance employed in the pro­
duction of the polymer does not exceed

the amount reasonably required to ac­
complish the intended technical or physi­
cal effect. Such adjuvants may include 
substances generally recognized as safe 
in food, substances used in accordance 
with prior sanction, and substances per­
mitted under applicable regulations in 
this part.

(c) Specifications. (1) Inherent vis­
cosity of a 0.50 percent solution of the 
polymer in phenol/tetrachloroethane 
(60/40 weight ratio) solvent is not less 
than 0.8 as determined using a Wagner 
viscometer (or equivalent) and calcu­
lated from the following equation:
Inherent viscosity= natural logarithm of Nr 

c
where:
Nr= Ratio of flow time of the polymer solu­

tion to that of the solvent and c=poly­
mer concentration of the test solution 
in grams per 100 milliliters.

(2) Poly (tetramethylene terephthal­
ate) in the finished form in which it is 
to contact food shall yield total extrac­
tives as follows:

(i) Not to exceed 0.08 milligram per 
square inch of food contact surface when 
extracted for 2 hours at 250° F with dis­
tilled water.

(ii) Not to exceed 0.02 milligram per 
square inch of food contact surface when 
extracted for 2 hours a t 150° F with 71- 
heptane.

(iii) Not to exceed 0.0*4 milligram per 
square inch of food contact surface 
when extracted for 2 hours at 212° F 
with 3 percent aqueous acetic acid.

(d) Conditions of use. Articles br com­
ponents of articles in which the poly- 
(tetramethylene terephthalate) food 
contact surface is greater than 0.010 
inch thick shall not be used at tem­
peratures and exposure times exceeding 
180° F and 24 hours, respectively.
(Sec. 409(c)(1), 72 Stat. 1786 (21 TJ.S.C. 348 
(c )(1 )).)
§ 177.1670 Polyvinyl alcohol film.

Polyvinyl alcohol film may be safely 
used in contact with food of the types 
identified in § 176.170(c) of this chapter, 
table 1, under types V, VIII, and IX, in 
accordance with the following prescribed 
conditions:

(a) The polyvinyl alcohol film is pro­
duced from polyvinyl alcohol having a 
minimum viscosity of 4 centipoises when 
a 4-percent aqueous solution is tested at 
20° C.

(b) The finished food-contact film for 
use in contact with food types V or IX, 
when extracted with the solvent char­
acterizing the type of food and under 
the conditions of time and temperature 
characterizing its intended use as deter­
mined from tables 1 and 2 of § 176.170(c) 
of this chapter, yields total extractives 
not to exceed 0.5 milligram per square 
inch of food-contact surface when tested 
by ASTM Method F 34-63T.

(c) The finished food-contact film 
shall not be used as a component of- food 
containers intended for use in contact 
with water.
§ 177.1680 P o lyurethane resins.

The polyurethane resins identified in 
paragraph (a) of this section may be
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safely used as the food-contact surface 
of articles intended for use in contact 
with bulk quantities of dry food of the 
type identified in § 176.170(c) of this 
chapter, table 1, under type v m , in ac­
cordance with the following prescribed 
conditions:

(a) For the purpose of this section, 
polyurethane resins are those produced 
when one or more of the isocyanates 
listed in paragraph (a) (1) of this section 
is made to react with one or more of 
the substances listed in paragraph (a) 
(2) of this section :

(1) Isocyanates:
4,4’ -Diisocyanato-3,3' -dimethylbiphenyl (bi- 

tolylene diisocyanate).
Diphenylmethane diisocyanate 
Hexamethylene diisocyanate. 
3-Isocyanatomethyl - 3,5,5 - trimethylcyclo- 

hexyl isocyanate.
4.4- Methylenebis(cyclohexyl isocyanate). 
Toluene diisocyanate.-

(2) List of substances:
Adipic acid.
1.4- Butanediol.
1,3-Butylene glycol.
2,2 -Dimethyl - 1,3-propanediol.
Ethylene glycol.
a-H y d r o-o m e g  a-hydroxypoly(oxytetra- 

methylene).
a,a - (Isopropylidenedi - p  - phenylene)bis 

[ omega - hydroxypoly (oxypropylene) (3-4

moles)], average molecular weight 675. 
Maleic anhydride.
a-ct'.a".a' "-Neopentanetetrayltetrakis [omega- 

hydroxypoly (oxypropylene) (1-2 moles)], 
average molecular weight 400. 

Pentaerythritol-linseed oil alcoholysis prod­
uct.

Phthalic anhydride.
Polybutylene glycol.
Polyethyleneadipate modified with ethanola- 

mine with the molar ratio of the amine to 
the adipic acid less than 0.1 to 1.

Poly (oxycarbonylpentamethylene). 
Polyoxypropylene ethers of 4.4'-isopropyl- 

idenediphenol (containing an average of 
2-4 moles of propylene oxide). 

Polypropylene glycol.
a,a',o” -l,2,3-Propanetriyltris[omefifa-hydrox- 

ypoly(oxypropylene) (15-18 moles)], aver­
age molecular weight 3,000.

Propylene glycol.
a.o'.o"-[Propylidynetris(methylene) ] tris 

[omepa-hydroxypoly (oxyphopylene) 
(minimum 1.5 moles) ], minimum molec­
ular weight 400.

a-[/j(l,l,3,3-Tetramethylbutyl) - phenyl]- 
omega - hydroxypoly (oxyethylene) (5
moles), average molecular weight 425. 

Trimethylol propane.

(b) Optional adjuvant substances em­
ployed in the production of the poly­
urethane resins or added thereto to im­
part desired technical or physical prop­
erties may include the following sub­
stances :

14595

L is t  o f substances
l-[(2-Aminoethyl) amino] 2-propanol......
l-(3-Chloroallyl)-3,5,7-triaza-l-azoniaadamantaneichloride.Dibutyltin diacetate.............. .D  butyltin dichloride.. ........ ' '**Dibutyltin dilaurate.____ L.... ..."
IV.lV-Dimethyldodecylamine  ......... "IV-Dodecylmorpholine....._....................
a ,a '- [ I so p ro p y lid e n e b is [p -p h e n y ie n e o x y  (2 -h y d ro x y tri-  

m e th y le n e )  ] ]b is[ow «ffa -hyd roxypo ly (oxye thy lene) 
(136-170 m o les)], a v e rag e  m o le c u la r  w e ig h t 15.000.4,4-Methylenedianiline.................

l,l',l"-Nitrilotri-2-propanol......I.II2,2'-{p-Phenylenedioxy) diethanol...... . .... ------
Phthalocyanine blue (C.I. pigment blue 15, C.I. No" 74160).Polyvinyl isobutyl ether............Polyvinyl methyl ether.^..... ..... .’I” ’ * *Soya alkyd resin........ .......

N.NTV’.N ’-TetrakisC-hydroxypropy^ethylenediamine.Triethanolamine................. ...............................
fJltramarine b lu e ..____i ...............IIIIIII

Lim ita tion s
As a curing agent.As a preservative.
As a catalyst.Do.Do.Do.Do.As a stabilizer.

As a curing agent. Do.Do.
As a pigment.

Conforming in composition with § 175.300 of this chapter and containing litharge not to exceed that residual from its use as the reaction ̂catalyst and creosol not to exceed that required as an antioxidant.As a curing agent.Do.As a pigment.

(c) An appropriate sample of the fin­
ished resin in the form in which it con­
tacts food, when subjected to Method 
6191 in Federal Test Method Standard 
No. 141, using No. 50 Emery abrasive in 
lieu of Ottawa sand, shall exhibit an 
abrasion coefficient of not less than 20 
liters per mil of film thickness.
§ 177.1810 Styrene block polymers.

The styrene block polymers identified 
in paragraph (a) .of this section may be 
safely used as articles or as components 
of articles intended for use in contact 
with food, subject to provisions of this 
section.

(a) For the purpose of this section, 
styrene block polymers are basic poly­
mers manufactured as described in this

paragraph, so that the finished polymers 
meet the specifications prescribed in 
paragraph (b) of this section, when 
tested by the methods described in para? 
graph (c) of this section.

(1) Styrene block polymers with 1,3- 
butadiene are those produced by the cat­
alytic solution polymerization of styrene 
and 1,3-butadiene.

(2) Styrene block polymers with 2- 
methyl-1,3-butadiene are those produced 
by the catalytic solution polymerization 
of styrene and 2-methyl-l,3-butadiene.

(3) Styrene block polymers with 1,3- 
butadiene, hydrogenated are those pro­
duced by the catalytic solution polymer­
ization of styrene and 1,3-butadiene, and 
subsequently hydrogenated.

(b) Specifications:
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Styrene block polymers
Molecularweight Solubility(minimum)

Glasstransition
points

Maximum extractable fraction in Maximum extractable fraction in distilled water at specified 50 pet ethanol at specifiedtemperatures, times and thick- ‘ temperatures, times and thick­nesses nesses

29,000 Completely soluble in toluepe.
-86° C to -80° C and 92° C to 98° C.

0.025- mg/in* of surface at reflux temperature for 30 min on a 0.075 
in thick sample.

0.005 mg/in* of surface at 150° F for 2 hr on a 0.075 in thick sample.

29,000 .. -52° C to -47° C and 92° C to 98° C.
0.01 mg/ins of surface at reflux tem­perature for 2 hr on a 0.028 in thick sample.

0.01 mg/in* of surface at 150° F for 2 hr on a 0.028 in thick sample.

16,000 ...do...... .. -50° C to -30° C and 92° C to 98° C.
0.01 mg/in* of surface at reflex tem­perature for 2 hr on a 0.028 in 
thick sample.

0.01 mg/in* of surface at 150° F for 2 hr on a 0.028 in thick sample.

1. Styrene block polymers with 1,3-butadiene; foruse as articles or as components of articles that contact food of types I, II, IV-B, VI, Vll-B, and VIII identified in table 1 in sec. 176.170(c) of this chapter under conditions of use D, E, F, and G described in table 2 in sec. 176.170(c) of 
this chapter.2. Styrene block polymers with 2-methyl-l, 3-buta­diene; for use as articles or as components of articles that contact food of types I, II, IV-B, VI, VII-B and VIII identified in table 1 in sec. 176.170(c) of this chapter under conditions of use D, E, F, and G described in table 2 in sec. 176.170(c) of this chapter.3. Styrene block polymers with 1,3-butadiene, hy­drogenated; for use as articles or as components of articles that contact food of types I, II, IV-B, VI, VII-B, and VIII identified in table 1 in 
sec. 176.170(c) of this chapter.

(c) The analytical methods for deter­
mining whether styrene block polymers 
conform to the specifications prescribed 
in this section are as follows and are 
applicable to the finished polymer.

(1) Molecular weight. Molecular 
weight shall be determined by intrinsic 
viscosity (or other suitable method).

(2) Glass transition points. The glass 
transition points shall be determined by 
ASTM Method D2236-70th6 modified by 
using a forced resonant vibration in­
stead of a fixed vibration and by using 
frequencies of 25 to 40 cycles per second 
instead of 0.1 to 10 cycles per second.

«Copies may be obtained from: American 
Society for Testing and-Materials, 1916 Race 
Street, Philadelphia, PA 19103.

(3) Maximum extractable fractions 
in distilled water and 50 percent ethanol. 
The maximum extractable fractions in 
distilled water and 50 percent ethanol 
shall be determined in accordance with 
§ 176.170(d) (3) of this chapter using a 
sandwich form of the finished copoly­
mer of the specified thickness and for 
the time and temperature specified in 
paragraph (b) of this section.

(d) Tho provisions of this section are 
not applicable to butadiene-styrene co­
polymers listed in other sections of this 
subpart.

(e) The provisions of this section are 
not applicable to styrene block polymers 
with 1,3-butadiene listed in § 175.105 of 
this chapter.

§ 177.1820 Styrene-maleic anhydride co­
polymers.

Styrene-maleic anhydride copolymers 
identified in paragraph (a) of this sec­
tion may be safely used as articles or 
components of articles intended for use 
in contact with food, subject to provi­
sions of this section.

(a) For the purpose of this section, 
styrene-maleic anhydride copolymers 
are those produced by the polymeriza­
tion of styrene and maleic anhydride so 
that the finished polymers meet the 
specifications prescribed in paragraph 
(b) of this section, when tested by the 
methods described in paragraph (c) of 
this section.

(b) Specifications:

Styrene-maleic anhydride copolymers
Molecular Maximum extractable fraction inweight Residual styrene Residual maleic distilled water at specified tem- (minimum monomer anhydride peratures, times, and particle
number monomer size
average)

Maximum extractable fraction in «-heptane at specified tempera­tures, times, and particle size

70,000 0.3 weight 0.1 weight 0.006 weight percent at reflux tern-percent. percent. perature for 1 hr utilizingparticles of a size that will pass through a U.S. standard sieve No. 10 and will be held on a U.S. standard sieve No. 20.

0.02 weight percent at 73° F for 2 hr utilizing particles of a size that will pass through a U.S. standard sieve No. 10 and will be held on a U.S. standard sieve 
No. 20.

Styrene-maleic anhydride copolymers containing not more than 15 pet maleic anhydride units by weight; for use as articles or as components of articles that contact food of types I, II, III, IV-A, IV-B, V, VI-B (except carbonated beverages), VII-A, VIT-B, VIII, and IX identified in table 1 in sec. 176.170(c) of this chapter under conditions of use B, C, D, E, F, G, and H  described in table 2 in sec. 176.170(c) 
of this chapter.

(c) The analytical methods for de­
termining conformance with specifica­
tions for styrene-maleic anhydride co­
polymers prescribed in this section are 
as follows:

(1) Molecular weight. Molecular 
weight shall be determined by membrane 
osmometry.

(2) Residual styrene monomer con­
tent. Residual styrene monomer content 
shall be determined by the method de­
scribed in § 177.1640(d).

(3) Residual maleic anhydride mon­
omer content. Residual maleic anhydride 
monomer content shall be determined by 
a gas chromatographic method available 
upon request from the Commissioner of 
Food and Drugs.

(d) The provisions of this section are 
not applicable to styrene-maleic anhy­
dride copolymers listed in other sections 
of this subpart.

§ 177.1830 Styrene-methyl methacrylate 
copolymers.

Styrene-methyl methacrylate copoly­
mers identified in this section may be 
safely used as components of plastic a r ­
ticles intended for use in contact with 
food, subject to the provisions of this 
section.

(a) For the purpose of this section, 
styrene-methyl methacrylate copolymers 
consist of basic copolymers produced by 
the copolymerization of styrene and 
methyl methacrylate such that the fin­
ished basic copolymers contain more 
than 50; weight percent of polymer units 
derived from styrene.

(b) The finished plastic food-contact 
article, when extracted .with the solvent 
or solvents characterizing the type of 
food and under the conditions of time 
and temperature characterizing the con­
ditions of intended use as determined

from tables 1 and 2 of § 176.170(c) of this 
chapter, yields extractives not to exceed 
the following when tested by the meth­
ods prescribed in § 177.1010(c) :

(1) Total nonvolatile extractives not 
to exceed 0.3 milligram per square inch 
of surf ace tested.

(2) Potassium permanganate oxidiza- 
ble distilled water and 8 and 50 percent 
alcohol extractives not to exceed an ab­
sorbance of 0.15.

( 3 ) Ultraviolet-absorbing distilled wa­
ter and 8 and 50 percent alcohol extrac­
tives not to exceed an absorbance of 0.30.

(4) Ultraviolet-absorbing n-heptane 
extractives not to exceed an absorbance 
of 0.40.
§ 177.1850 Textryls.

Textryls identified in this section may 
be safely used as articles or components 
of articles intended for use in produc­
ing, manufacturing, packing, processing,
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preparing, treating, packaging, trans­
porting or holding food, subject to the 
provisions of this seôtion.

(a) Textryls are nonwoven sheets pre­
pared from natural or synthetic fibers, 
bonded with fibryl (Fibryl consists of a 
polymeric resin in fibrous form com­
mingled with fiber to facilitate sheet for­
mation and subsequently heat cured to 
fuse the fibryl and effect bonding).

(b) Textryls are prepared from the 
fibers, fibryls, and adjuvants identified

(d) Textryls meeting the conditions of 
test prescribed in paragraph (d)(1) of 
this section are used as prescribed in 
paragraph (d) (2) of this section.

(1) Conditions of test. Textryls, when 
extracted with distilled water at reflux 
temperature for 1 hour, yield total ex­
tractives not to exceed 1 percent.

(2) Uses. Textryls are used for pack­
aging or holding food at ordinary tem­
peratures and in the brewing of hot bev­
erages.
§ 177.1900 U rea-form aldehyde resins in 

m olded articles.
Urea-formaldehyde resins may be 

safely used as the food-contact surface 
of molded articles intended for use in 
contact with food, in accordance with 
the following prescribed conditions:

(a) For the purpose of this section, 
urea-formaldehyde resins are those pro­
duced when 1 mole of urea is made to 
read; with not more than 2 moles of 
formaldehyde in water solution.

(b) The resins may be mixed with re­
fined wood pulp and the mixture may 
contain other optional adjuvant sub­
stances which may include the following:

List of substances Limitations
Hexamethylenetetramine For use only as 

polymerization- 
control agent.

Tetrachlorophthalic acid Do.
anhydride.

Zinc stearate----- -------- i For use as lubri-'
cant.

(c) The finished food-contact article, 
when extracted with the solvent or sol­
vents characterizing the type of food and 
under the conditions of time and tem­
perature characterizing the. conditions of 
its intended use as determined from 
tables 1 and 2 of § 175.300(d) of this 
chapter, yields total extractives in each 
extracting solvent not to exceed 0.5 mil­
ligram per square inch of food-contact 
surface as determined by the methods 
described in § 175.300(e) of this chapter.

Note: In testing the finished food-contact 
article, use a separate test sample for each 
required extracting solvent.

in paragraph (c) of this section, and 
subject to limitations prescribed in that 
paragraph, provided that any substance 
that is the subject of a regulation in 
Parts 174, 175, 176, 177, 178 and § 179.45 
of this chapter conforms with any speci­
fications in such regulation for that sub­
stance as a component of- polymeric res­
ins used as food contact surfaces.

(c) The fibers, fibryls, and adjuvants 
permitted are as follows:

The vinyl chloride-ethylene copoly­
mers identified in paragraph (a) of this 
section may be safely used as compo­
nents of articles intended for contact 
with food, under conditions of use D, E, 
F, or G described in table 2 of § 176.170
(c) of this chapter, subject to the provi­
sions of this section.

(a) For the purpose of this section, 
Vinyl chloride-ethylene copolymers con­
sist of basic copolymers produced by the 
copolymerization of vinyl chloride and 
ethylene such that the finished basic 
copolymers meet the specifications and 
extractives limitations prescribed in 
paragraph (c) of this section, when 
tested by the methods described in para­
graph (d) of this section. •

(b) The basic vinyl chloride-ethylene 
copolymers identified in paragraph (a) 
of this section may contain optional ad­
juvant substances required in the pro­
duction of such basic copolymers. The 
optional adjuvant substances required in 
the production of the basic vinyl chlo­
ride-ethylene copolymers may include 
substances permitted for such use by reg­
ulations in Parts 170 through 189 of this 
chapter, substances generally recognized 
as safe in food, and substances used in 
accordance with a prior sanction or 
approval.

(c) The vinyl chloride-ethylene basic 
copolymers meet the following specifica­
tions and extractives limitations :

(1) Specifications, (i) Total chlorine 
content is in the range of 53 to 56 percent 
as determined by any suitable analytical 
procedure of generally accepted appli­
cability.

(ii) Intrinsic viscosity in cyclohexa­
none at 30° C is not less than 0.50 deci­
liter per gram as determined by ASTM 
Method D 1243-60.

(2) Extractives limitations. The fol­
lowing extractives limitations are deter­
mined by the methods described in para­
graph (d) of this section:

(i) Total extractives do not exceed 
0.10 weight-percent when extracted with 
n-heptane a t 150° F for 2 hours.

(ii) Total extractives do not exceed 
0.03 weight-percent when extracted with 
water a t 150° F for 2 hours.

(iii) Total extractives obtained by ex­
tracting with water a t 150° F for 2 hours 
contain no more than 0.5 milligram of 
vinyl chloride-ethylene copolymer per 
100 grams of sample tested as determined 
from the organic chlorine content. The 
organic chlorine content is determined 
as described in paragraph (d) (3) of this 
section.

(d) Analytical methods: The analyt­
ical methods for determining whether 
vinyl chloride-ethylene basic copolymers 
conform to the extractives limitations 
prescribed in paragraph (c) of this sec­
tions are as follows and are applicable to 
the basic copolymers in powder form 
having a particle size such that 100 per­
cent will pass through a U.S. Standard 
Sieve No. 40 and 80 percent will pass 
through a U.S. Standard Sieve No. 80:

(1) Reagents—(i) Water. All water 
used in these procedures shall be de­
mineralized (deionized), freshly distilled 
water.

(ii) n-Heptane. Reagent grade, freshly 
distilled n-heptane shall be used.

(2) Determination of total amount of 
extractives. All determinations shall be 
done in duplicate using duplicate blanks. 
Approximately 400 grams of sample (ac­
curately weighed) shall be placed in a
2-liter Erlenmeyer flask. Add 1,200 milli­
liters of solvent and cover the flask with 
aluminum foil. The covered flask and 
contents are suspended in a thermo- 
stated bath and are kept, with continual 
shaking at 150°F for 2 hours. The solu­
tion is then filtered through a No. 42 
Whatman filter paper, and the filtrate is 
collected in a graduated cylinder. The 
total amount of filtrate (without wash­
ing) is measured and called A milliliters. 
The filtrate is transferred to a Pyrex (or 
equivalent) beaker and evaporated on a 
steam bath under a stream of nitrogen 
to a small volume (approximately 50-60 
milliliters). The concentrated filtrate is 
then quantitatively transferred to a 
tared 100-milliliter Pyrex beaker using 
small, fresh portions of solvent and a 
rubber policeman to effect the transfer. 
The concentrated filtrate is evaporated 
almost to dryness on a hotplate under 
nitrogen, and is then transferred to a 
drying oven a t 230° F in the case of the 
aqueous extract or to a vacuum oven at 
150° F in the case of the heptane extract. 
In the case of the aqueous extract, the 
evaporation to constant weight is com­
pleted in 15 minutes at 230° F; and in 
the case of heptane extract, it is over­
night under vacuum at 150° F. The resi­
due is weighed and corrected for the 
solvent blank. Calculation:

Substances L im ita tio n s
(1) Fibers prepared from polyethylene terephthalate resins____________ Conforming with § 177 1630(2) Fibryls prepared from vinyl chloride-vinyl acetate copolymer___  As the basic polymer
(3) Adjuvant substance, dimethylformamide----------------------  As a solvent in the preparation of.. . fibryl.

§ 177.1950 Vinyl chloride-ethylene co­
polym ers.
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Grams of corrected residue 1,200 milliliters _  .________________,______ X------------------------------------ —— X100=Total extractives expressed as percent by
Grams of sample Volume of filtrate A  in milliliters weight of sample.

(3) Vinyl chloride-ethylene copolymer 
content of aqueous extract—(i) Prin­
ciple. The vinyl chloride-ethylene co­
polymer content of the aqueous extract 
can be determined by determining the 
organic chlorine content and calculating 
the amount of copolymer equivalent to 
the organic chlorine content.
-  (ii) Total organic chlorine content. 

A weighed sample of approximately 400 
grams is extracted with 1,200 milliliters 
of water at 150° F for 2 hours, filtered, 
and the volume of filtrate is measured 
(A milliliters) as described in para­
graph (d) (2) of this section. k

(a) A slurry of Amberlite IRA-400, or 
equivalent, is made with distilled water 
in a 150-milliliter beaker. The slurry is 
added to a chromatographic column 
until it is filled to about half its length. 
This should give a volume of resin of 
15-25 milliliters. The liquid must not be 
allowed to drain below the top of the 
packed column.

(b) The column is regenerated to the 
basic (OH) form by slowly passing 
through it (10-15 milliliters'per mjnute) 
10 grams of sodium hydroxide dissolved 
in 200 milliliters of water. The column 
is washed with distilled water until the 
effluent is neutral to phenolphthalein. 
One drop of methyl red indicator is 
added to the A milliliters of filtered aque­
ous extract and, if on the basic side (yel­
low), nitric acid is added drop by drop 
until the solution turns pink.

(c) The extract is deionized by pass­
ing it through the exchange column at 
a rate of 10-15 milliliters per minute. The 
column is washed with 200 milliliters of 
distilled water. The deionized extract and 
washings are collected in a 1,500-milli-

(e) The vinyl chloride-ethylene co­
polymers identified in and complying 
with this section, when used as compo­
nents of the food-contact surface of any 
article that is the subject of a regulation 
in Parts 174, 175, 176, 177, 178 and 
§ 179.45 of this chapter, shall comply 
with any specifications and limitations 
prescribed by such regulation for the ar­
ticle in the finished form in which it is 
to contact food.

if) The provisions of this section are 
not applicable to vinyl chloride-ethylene 
copolymers used as provided in §§ 175.- 
105 and 176.180 of this chapter.
§ 177.1960 Vinyl chloride-hexene-1 co­

polymers.
The vinyl chloride-hexene-1 copoly­

mers identified in paragraph (a) of this 
section vinyl chloride-hexene-1 copoly­
mers or as components of articles in­
tended for use in contact with food, un­
der conditions of use D, E, F, or G de­
scribed in table 2 of § 176.170(c) of this

FEDERAL

liter beaker. The solution is evaporated 
carefully on a steam plate to a volume of 
approximately 50 milliliters and then 
transferred quantitatively, a little at a 
time, to a clean 22-milliliter Parr cup, 
also on the steam plate. The solution is 
evaporated to dryness. Next 0.25 gram of 
sucrose and 0.5 gram of benzoic acid are 
added to the cup. One scoop (approxi­
mately 15 grams) of sodium peroxide is 
then added to the cup. The bomb is as­
sembled and ignition is conducted in the 
usual fashion.

(d) After the bomb has cooled, it is 
rinsed thoroughly with distilled water 
and disassembled. The top of the bomb 
is rinsed into a 250-milliliter beaker with 
distilled water. The beaker is placed on 
the steam plate. The bomb cup is placed 
in the beaker and carefully tipped over 
to allow the water to leach out the com­
bustion mixture. After the bubbling has 
stopped, the cup is removed from the 
beaker and rinsed thoroughly. The solu­
tion is cooled to room temperature and 
cautiously neutralized with concentrated 
nitric acid by slowly pouring the acid 
down a stirring rod until the bubbling 
ceases. The solution is cooled and an 
equal volume of acetone is added.

(e) The solution is titrated with 0.005 
H silver nitrate using standard potentio- 
metric titration techniques with a silver 
electrode as indicator and a potassium 
nitrate modified calomel electrode as a 
reference electrode. An expanded scale 
recording titrimeter. Metrohm Pótentio- 
graph 2336 or equivalent, should be used; 
a complete blank must be run in dupli­
cate.

(iii) Calculations.

chapter, subject to the provisions of this 
section.

(a) Identity. For the purposes of this 
section vinyl chloride-hexene-1 copoly­
mers consist of basic copolymers pro­
duced by the copolymerization of vinyl 
chloride and hexene-1 such that the fin­
ished copolymers contain not more than 
3 mole-percent of polymer units derived 
from hexene-1 and meet the specifica­
tions and extractives limitations pre­
scribed in paragraph (b) of this section. 
The copolymers may optionally contain 
hydroxypropyl methylcellulose and tri­
chloroethylene used as a suspending 
agent and chain transfer agent, respec­
tively, in their production.

(b) Specifications, and limitations. 
The vinyl chloride-hexene-1 basic co­
polymers meet the following specifica­
tions and extractives limitations:

(1) Specifications, (i) Total chlorine 
content is 53 to 56 percent as determined 
by any suitable analytical procedure of 
generally accepted applicability.
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(ii) Inherent viscosity in cyclohexa­
none at 30° C is not less than 0.59 deci­
liters per gram as determined by ASTM 
Method D 1243—66.®

(2) Extractives limitations. The fol­
lowing extractives limitations are deter­
mined by the methods prescribed in 
§ 177.1970(d).

(i) Total extractives do not exceed 
0.01 weight percent when extracted with 
water at 150° F for 2 hours.

(ii) Total extractives do not exceed 
0.30 weight percent when extracted with 
n-heptane at 150° F for 2 hours.

(c) Other specifications and limita­
tions. The vinyl chloride-hexene-1 co­
polymers identified in and complying 
with this section, when used as com­
ponents of the food-contact surface of 
any article that is subject to a regula­
tion in Parts 174, 175, 176, 177, 178 and 
§ 179.45 of this chapter, shall comply 
with any specifications and limitations 
prescribed by such regulation for the ar­
ticle in the finished form in which it is to 
contact food.
§ 177.1970 Vinyl chloride-lauryl vinyl 

ether copolymers.
The vinyl chloride-lauryl vinyl ether 

copolymers identified in paragraph (a) 
of this section may be used as an article 
or as a component of an article intended 
for use in contact with food subject to 
the provisions of this section.

(a) Identity. For the purposes of this 
section vinyl chloride-lauryl vinyl ether 
copolymers consist of basic copolymers 
produced by the copolymerization of 
vinyl chloride and lauryl vinyl ether 
such that the finished copolymers con­
tain not more than 3 weight-percent of 
polymer units derived from lauryl vinyl 
ether and meet the specifications and 
extractives limitations prescribed in 
paragraph (c) of this section.

(b) Optional adjuvant substances. The 
basic vinyl chloride-lauryl vinyl ether 
copolymers identified in paragraph (a) 
of this section may contain optional 
adjuvant substances required in the pro­
duction of such basic copolymers. These 
optional adjuvant substances may in­
clude substances permitted for such use 
by regulations in Parts 170 through 189 
of this chapter, substances generally rec­
ognized as safe in food, and substances 
used in accordance with a prior sanction 
or approval.

(c) Specifications and limitations. The 
vinyl chloride-lauryl vinyl ether basic 
copolymers meet the following specifica­
tions and extractives limitations:

(1) Specifications, (i) Total chlorine 
content is 53 to 56 percent as determined 
by any suitable analytical procedure of 
generally accepted applicability.

(ii) Inherent viscosity in cyclohex­
anone at 30° C is not less than 0.60 
deciliter per gram * as determined by 
ASTM Method D 1243-60.

(2) Extractives limitations. The fol­
lowing extractives limitations are deter­
mined by the method described in para­
graph (d) of this section:
«Copies may be obtained from: American 

Society for Testing and Materials, 1916 Race 
Street, Philadelphia, P A  19103.

15, 1977

Milligrams of aqueous extracted copolymer per 100-gram sample=
TXPX64.3 

Weight of sample in grams
-X100.

where: • . . .
T =  Milliliters of silver nitrate (sample minus blank) Xnormality of silver nitrate. 

1,200
F = ---------------- --------“
■ A (as defined above)



(i) Total extractives do not exceed 
0.03 weight-percent when extracted with 
water at 150° F for 2 hours.

(ii) Total extractives do not exceed 
0.60 weight-percent when extracted with 
n-heptane at 150 ° F for 2 hours.

(d) Analytical methods. The analyti­
cal methods for determining total ex­
tractives are applicable to the basic 
copolymers in powder form having a 
particle size such that 100 percent will 
pass through a U.S. Standard Sieve No. 
40 and such that not more than 10 per­
cent will pass through a U.S. Standard 
Sieve No. 200.

(1) Reagents^—Ci) Water. All water 
used in these procedures shall be de­
mineralized (deionized), freshly distilled 
water.

(ii) n-Heptane. Reagent grade, freshly 
distilled n-heptane shall be used.

(2) Determination of total amount of 
extractives. Place an accurately weighed 
sample of suitable size in a clean boro- 
silicate flask, and for each gram of sam­
ple add 3 milliliters of solvent previously 
heated to 150° F. Maintain the tempera­
ture of the contents of the flask a t 150° 
F for 2 hours using a hot plate while 
also maintaining gentle mechanical 
agitation. Filter the contents of the flask 
rapidly through No. 42 Whatman filter 
paper with the aid of suction. Transfer 
the filtrate to flat glass dishes that are 
warmed on a hot plate and evaporate 
the solvent with the aid of a stream of 
filtered air. When the volume of the 
filtrate has been reduced to 10 to 15 milli­
liters, transfer the filtrate to tared 50- 
milliliter borosilicate glass beakers and 
complete evaporation to a constant 
weight in a 140° F vacuum oven. Carry 
out a corresponding blank determination 
with each solvent. Determine the weight 
of the residue corrected for the solvent 
blank and calculate the result as percent 
of the initial weight of the resin sample 
taken for analysis.

(e) Other specifications and limita­
tions. The vinyl chloride-lauryl vinyl 
ether copolymers identified in and com­
plying with this section, when used as 
components of the food-contact surface 
of any article that is subject to a regula­
tion in Parts 174, 175, 176, 177, 178 and 
§ 179.45 of this chapter, shall comply 
with any specifications and limitations 
perscribed by such regulation for the 
article in the finished form in which it 
is to contact food.
§ 177.1980 Vinyl chloride-propylene co­

polymers.
The vinyl chloride-propylene copoly­

mers identified in paragraph (a) of this 
section may be safely used as compo­
nents of articles intended for contact 
with food, subject to the provisions of 
this section.

(a) For the purpose of this section, 
vinyl chloride-propylene copolymers con­
sist of basic copolymers produced by the 
copolymerization of vinyl chloride and 
Propylene such that the finished basic 
copolymers meet the specifications and 
extractives limitations prescribed in 
paragraph (c) of this section, when 
tested by the methods described in para­
graph (d) of this section.
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(b) The basic vinyl chloride-propylene 
copolymers identified in paragraph (a) 
of this section may contain optional ad­
juvant substances required in the pro­
duction of such basic copolymers. The 
optional adjuvant substances required in 
the production of the basic vinyl chlo­
ride-propylene copolymers may include 
substances permitted for such use by 
regulations in Parts 170 through 189 of 
this chapter, substances generally recog­
nized as safe in food, and substances 
used in accordance with a prior sanction 
or approval.

(c) The vinyl chloride-propylene basic 
copolymers meet the following specifica­
tions and extractives limitations:

(1) Specifications, (i) Total chlorine 
content is in the range of 53 to 56 percent 
as determined by any suitable analytical 
procedure of generally accepted appli­
cability.

(ii) Intrinsic viscosity in cyclohex­
anone at 30° C is not less than 0.50 deci­
liter per gram as determined by ASTM 
Method D 1243-60.

(2) Extractives limitations. The fol­
lowing extractives limitations aré deter­
mined by the methods described in para­
graph (d) of this section:

(i) Total extractives do not exceed 
0.10 weight-percent when extracted 
with n-heptane a t 150° F for 2 hours.

(ii) Total extractives- do not exceed 
0.03 weight-percent when extracted 
with water at 150° F for 2 hours.

(iii) Total extractives obtained by 
extracting with water at 150° F for 2 
hours contain no more than 0.17 milli­
gram of vinyl chloride-propylene co­
polymer per 100 grams of sample tested 
as determined from the organic chlorine 
content. For the purpose of this section, 
the organic chlorine content is the differ­
ence between the total chlorine and ionic 
chlorine contents determined as de­
scribed in paragraph (d) of this section.

(d) Analytical methods: The ánalyt- 
ical methods for determining whether 
vinyl chloride-propylene basic copoly­
mers conform to the extractives limita­
tions prescribed in paragraph (c) of
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this section are as follows and are appli­
cable to the basic copolymers in powder 
form having a particle size such that 100 
percent will pass through a U.S. Stand­
ard Sieve No. 40 and 80 percent will pass 
through a U.S. Standard Sieve No. 80:

(1) Reagents, (i) Water. All water 
used in these procedures shall be de­
mineralized (deionized), freshly distilled 
water.

(ii) n-Heptane. Reagent grade, freshly 
distilled n-heptane shall be used.

(2) Determination of total amount of 
extractives. All determinations shall be 
done in duplicate using duplicate blanks. 
Approximately 400 grams of sample (ac­
curately weighed) shall be placed in 
a 2-liter Erlenmeyer flask. Add 1,200 
milliliters of solvent and cover the flask 
with aluminum foil. The covered flask 
and contents are suspended in a ther- 
mostated bath and are kept, with con­
tinual shaking, at 150° F for 2 hours. 
The solution is then filtered through a 
No. 42 Whatman filter paper, and the 
filtrate is collected in a graduated cylin­
der. The total amount of filtrate (with­
out washing) is measured and called 
A milliliters. The filtrate is transferred 
to a Pyrex (or equivalent) beaker and 
evaporated on a steam bath under a 
stream of nitrogen to a small volume 
(approximately 50-60 milliliters). The 
concentrated filtrate is then quantita­
tively transferred to a tared 100-milli­
liter Pyrex beaker using small, fresh por­
tions of solvent and a rubber policeman 
to effect the transfer. The concentrated 
filtrate is evaporated almost to dryness 
on a hotplate under nitrogen, and is then 
transferred to a drying oven a t 230° F 
in the case of the aqueous extract or to a 
vacuum oven a t 150° F in the case of the 
heptane extract. In the case of the 
aqueous extract the evaporation to con­
stant weight is completed in 15 min­
utes at 230° F; and in the case of hep­
tane extract, it is overnight under vac­
uum at 150° F. The residue is weighed 
and corrected for the solvent blank. 
Calculation:

Grams of corrected residue 1,200 milliliters-------------- ------- x------■------- ;---- ---- — X100=Total extractives expressed as percent byGrams of sample Volume of filtrate A  in milliliters weight of sample.

(3) Vinyl chloride-propylene copoly­
mer content of aqueous extract— (i) 
Principle. The vinyl chloride-propylene 
copolymer content of the aqueous extract 
can be determined by determining the 
organic chlorine content and calculating 
the amount of copolymer equivalent to 
the organic chlorine content. The or­
ganic chlorine content is the difference 
between the total chlorine content and 
the ionic chlorine content.

. (ii) Total chlorine c o n t e n t .  A 
weighed sample is extracted with water 
at 150° F for 2 hours, filtered, and the 
volume of filtrate is measured (A milli­
liters) as described in paragraph (d) (2) 
of this section. Two drops of 50 per­
cent by weight sodium hydroxide solu­
tion are added to prevent loss of chloride 
from ammonium chloride, if present, and 
the solution is evaporated to approxi­
mately 15 milliliters. The concentrated

filtrate is quantitatively transferred to a 
22-milliliter Parr bomb fusion cup and 
gently evaporated to dryness. To the 
contents of the cup are added 3.5 grams 
of granular sodium peroxide, 0.1 gram of 
powdered starch, and 0.02 gram potas­
sium nitrate; and the contents are mixed 
thoroughly. The bomb is assembled, 
water is added to the recess at the top of 
the bomb and ignition is conducted in 
the usual fashion using a Meeker burner. 
The heating is continued for 1 minute 
after the water at the top has evapo­
rated. The bomb is quenched in water, 
rinsed with distilled water, and placed 
in a 400-milliliter beaker. The bomb 
cover is rinsed with water, catching the 
washings in the same 400-milliliter 
beaker. The bomb is covered with dis­
tilled water and a watch glass and heated 
until the melt has dissolved. The bomb 
is removed, rinsed, catching the rinsings

FEDERAL REGISTER, VOL. 42, NO. 50—TUESDAY, MARCH 15, 1977



14600 RULES AND REGULATIONS

in the beaker, and the solution is acidi­
fied with concentrated nitric acid using 
methyl purple as an indicator. The 
beaker is covered with a watch glass, and 
the contents are boiled gently for 10-15 
minutes. After cooling to room tempera­
ture the solution is made slightly alka­
line with 50 percent by weight sodium 
hydroxide solution, then acidified with

dilute (1:5) nitric acid. Then 1.5 milli­
liters of 2 N nitric acid per 100 milliliters 
of solution is added and the solution is 
titrated with 0.005 N silver nitrate to the 
equivalence potential end point using an 
expanded scale pH meter (Beckman 
Model 76, or equivalent). A complete 
blank must be run- in duplicate. Cal­
culation:

Grams of sample l,20Omilliliters . . .  , .(B-C) x~------- :-------------------------- ,---- X100=Milliequivaleiits of total chlorine in aqueous extract of
Volume of filtrate A  in milliliters 100 grams of sample, •

where:
A —volume of filtrate obtained in extraction. . .£=milliliters of silver nitrate solution used in sample titration X normality of silver nitrate solution.
C = milliliters of silver nitrate solution used in blank titration X normality of silver nitrate solution.

cator is added, and the solution is neu­
tralized with 0.1 N nitric acid. For each 
100 milliliters of solution is added 1.5 
milliliters of 2 N nitric acid. The solu­
tion is titrated with 0.005 N silver nitrate 
to the equivalence potential end point, 
using the expanded scale pH meter de­
scribed in paragraph (d) (3) (ii) of this 
section. A complete blank must be run in 
duplicate. Calculation:

(D-E) ______ 1,200 milliliters______  ion =  Milliequivalents of ionic chlorine in aqueous extract of
Grams of sample X Volume of filtrate A  in milliliters 100 grams of sample,
where:

A = volume of filtrate obtained in extraction. .
D =milliliters of silver nitrate solution used in sample titrationXnormality of silver nitrate solution.
E=milliliters of silver nitrate solution used in blank titrationXnormality of silver nitiate solution.

(iii) Ionic chlorine c o n t e n t .  A 
weighed sample is extracted with water 
at 150° F for 2 hours, filtered, and the 
volume of filtrate is measured (A milli­
liters) as in paragraph (d) (2) of this 
section. Two drops of 50 percent by 
weight sodium hydroxide solution are 
added and the solution is evaporated to 
approximately 150 milliliters. The solu­
tion is quantitatively transferred to a 
250-milliliter beaker, methyl purple indi-

(iv) Organic chlorine content and 
vinyl chloride-propylene copolymer con­
tent of aqueous extract. The organic 
chlorine content and the vinyl chloride 
propylene copolymer content of the 
aqueous extract is calculated as follows:

(a) Organic chlorine content. Milli­
equivalents of organic chlorine in aque­
ous extract of 100 grams of sample equal 
milliequivalents of total chlorine in 
aqueous extract of 100 grams of sample 
(as calculated in paragraph (d) (3) (ii) 
of this section) minus milliequivalents of 
ionic chlorine in aqueous extract of 100 
grams of sample (as calculated in para­
graph (d) (3) (iii) of this section).

(b) Vinyl chloride-propylene copoly­
mer content. Milligrams of vinyl chlo­
ride-propylene copolymer in aqueous ex­
tract of 100 grams of sample equal 
milliequivalents of organic chlorine in 
aqueous extract of 100 grams of sample 
(as calculated in paragraph (d) (3) (iv) 
(a) of this section) multiplied by 84.5.

(Note: The conversion factor, 84.5, is de­
rived from the equivalent weight of chlorine 
divided by the chlorine content of the hep­
tane extractable fraction.)

(e) The vinyl chloride-propylene co­
polymers identified in and complying 
with this section, when used as com­
ponents of the food-contact surface of 
any article that is the subject of a regu­
lation in Parts 174, 175, 176, 177, 178 
and § 179.45 of this chapter, shall comply 
with any specifications and limitations 
prescribed by such regulation for the 
article in tlje finished form in which it 
is to contact food.

(f) The provisions of this section are 
not applicable to vinyl chloride-propyl­
ene copolymers used in food-packaging

adhesives complying with § 175.105 of 
this chapter. *
Subpart C— Substances for Use Only as

Components of Articles Intended for Re­
peated Use

§ 177.2210 Ethylene polymer, chloro­
sulfonated.

Ethylene polymer, chlorosulfonated as 
identified in this section may be safely 
used as an article or component of arti­
cles intended for use in contact with 
food, subject to the provisions of this 
section.

(a) Ethylene polymer, chlorosul­
fonated is produced by chlorosulfonation 
of a carbon tetrachloride solution of 
polyethylene with chlorine and sulfuryl 
chloride.

(b) Ethylene polymer, chlorosul­
fonated shall meet the following specifi­
cations:

(1) Chlorine not to exceed 25 percent 
by weight.

(2) Sulfur not to exceed 1.15 percent 
by weight.

(3) Molecular weight is in the range 
Of 95,000 to 125,000.
Methods for the above specifications are 
available upon request from the Food 
and Drug Administration, Bureau of 
Foods, Division of Food and Color Addi­
tives (HFF-330), 200 C St., SW., Wash­
ington, DC 20204.

(c) The additive is used as the article, 
or a component of articles, intended for 
use as liners and covers for reservoirs 
intended for the storage of water for 
drinking purposes.

(d) Substances permitted by § 177.- 
2600 may be employed in the preparation 
of ethylene polymers, chlorosulfonated,

subject to any limitations prescribed 
therein.

(e) The finished ethylene copolymers, 
chlorosulfonated shall conform to 
§ 177.2600 (e) and (g).
(Sec. 409(c) (1), 72 Stat. 1786 (21 U.S.C. 
348(c)(1)))
§ 177.2250 Filters, microporous poly­

meric.
Microporous polymeric filters identified 

in paragraph (a) of this section may be 
safely used, subject to the provisions of 
this section, to remove particles of in­
soluble matter in producing, manufac- * 
turing; processing, and preparing bulk 
quantities of liquid food.

(a) Microporous polymeric filters con­
sist of a suitably permeable, continuous, 
polymeric matrix of polyvinyl chloride, 
vinyl chloride-propylene, or vinyl chlo­
ride-vinyl acetate, in which' finely 
divided silicon dioxide is embedded. 
Cyclohexanone may be used as a solvent 
in the production of the filters.

(b) Any substance employed in the 
production of microporous polymeric 
filters that is the subject of a regulation 
in Parts 170 through 189 of this chapter 
must conform with any specification in 
such regulation.

(c) Cyclohexanone when used as a 
solvent in the production of the filters 
shall not exceed 0.35 percent by weight 
of the microporous polymeric filters.

(d) The microporous polymeric filters 
may be colored by the pigments and 
colorants identified in § 175.300(b) (3) 
(xxvi) of this chapter.

(e) The temperature of food being 
processed through the microporous poly­
meric filters shall not exceed 180° -F.

(f) The microporous polymeric filters 
shall be maintained in a sanitary man­
ner in accordance with good manufac­
turing practice so as to prevent potential 
microbial adulteration of the food.

(g) To assure safe use of the micro- „ 
porous ^polymeric filters, the label or 
labeling shall include adequate directions 
for a pre-use treatment, consisting of 
washing with a minimum of 2 gallons of 
potable Water at a temperature of 180°
F for each square foot of filter, prior to 
the filter’s first use in contact with food.
(Sec. 409(c) (1),'72 Stat. 1786 (21 U.S.C. 348 
(c )(1 )))
§ 177.2260 Filters, resin-bonded.

Resin-bonded filters may be safely 
used in producing, manufacturing, P r ­
essing, and preparing food, subject to the 
provisions of this section.

(a) Resin-bonded filters are prepared 
from natural or synthetic fibers to which 
have been added substances required in 
their preparation and finishing, an 
which are bonded with resins prepared 
by condensation or polymerization oi 
resin-forming materials, together with 
adjuvant substances required in tneir 
preparation, application, and curmg.

(b) The quantity of any substance 
employed in the Production of the resin-
bonded filter does not exceed the amount
reasonably required to accomplish th 
intended physical or technical effect 
any limitation further provided.
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(c) Any substance employed in the 

production of resin-bonded filters that is 
the subject of a regulation in Parts 174, 
175, 176, 177, 178 and § 179.45 of this 
chapter conforms with any specification 
in such regulation.

(d) Substances employed in the pro­
duction of resin-bonded filters include 
the following, subject to any limitations 
provided:

List of Substances and Limitations
(1) Fibers:

Cellulose pulp.
Cotton.
Nylon. (From nylon resins complying with 

the provisions of applicable regulations 
in Subchapter B of this chapter. 

Polyethylene terephthalate complying in 
composition with the provisions of 
§ 177.1630; for use in inline filtration 
only as provided for in paragraphs (e) 
and (f) of this section.

Rayon (viscose).
(2) Substances employed in fiber finishing: 

BHT.
Butyl (or isobutyl) palmitate or stearate.
2,5-Di-ferf-butyl hydroqulnone for use 

only in lubricant formulations for rayon 
fiber finishing and at a usage level not 
to exceed 0.1 percent by weight of the 
lubricant formulations. 

Dimethylpolysiloxane.
4-Ethyl-4-hexadecyl morpholinium ethyl 

sulfate for use only as a lubricant in the 
manufacture of polyethylene terephtha­
late fibers specified in paragraph (d)(1) 
of this section at a level not to exceed
0.03 percent by weight of the finished 
fibers.

Fatty acid (C10-C18) diethanolamide con­
densates.

Fatty acids derived from animal or vege­
table fats and oils, and salts of such 
acids, single or mixed, as follows: 

Aluminum.
Ammonium.
Calcium.
Magnesium.
Potassium.
Sodium.
Triethanolamine.

Fatty acid (C10—C18) mono- and diesters of 
polyoxyethylene glycol (molecular weight 
400-3,000).

Methyl esters of fatty acids (C,„—C,„). 
Mineral oil. 18
Polybutene, hydrogenated; complying with 

the identity prescribed under § 178.3740 
(b) of this chapter.

Polyoxyethylene (4 mois) ethylenediamine 
monolauramide for use only in lubricant 
formulations for rayon fiber finishing 
and at a usage level not to exceed 10 per­
cent by weight of the lubricant formu­
lations.

Ricebran oil.
Titanium dioxide.

(3) Resins:
Acrylic polymers produced by polymeriz­

ing ethyl acrylate alonè or with one or 
more of the monomers: Acrylic acid, 
acrylonitrile, IV-methyiolacrylamide, and 
styrene. The finished copolymers shall 
contain at- least 70 weight percent of 
polymer units derived from ethyl acry­
late, no more than 2 weight percent of 
total polymer units derived from 
acrylic acid, no more than 10 weight 
percent of total polymer units derived 
from acrylonitrile, no more than 2 weight 
percent of total polymer units derived 
from N-methylolacrylamide, and no 
more than 25 weight percent of total 
polymer units derived from styrene, 

or use only as provided in paragraph 
(m) of this section.

Melamine-formaldehyde. 
Melamine-formaldehyde chemically modi­

fied with one or more of the amine cata­
lysts identified in § 175.300(b) (3) (xiii) 
of this chapter.

Melamine-formaldehyde chemically modi­fied with methyl alcohol. 
Melamine-formaldehyde chemically modi­

fied with urea; for use only as provided 
for in paragraphs (e), (f), (g), (h), and 
(i) of this section.

Phenol-formaldehyde resins.
Polyvinyl alcohol.
Polyvinyl alcohol with the copolymer of 

acrylic acid-allyl sucrose.
Polyvinyl alcohol with melamine formal­

dehyde.
Polyvinyl acetate with melamine, formal­

dehyde.
>-Toluenesulfonamide-formaldehyde chem­

ically modified with one or more of the 
amine catalysts identified in § 175.300 
(b) (3) (xiii) of this chapter.

(4) Adjuvant substances:
Dimethyl polysiloxane with methylcellu- 

lose and sorbic acid (as an antifoaming 
agent).

Phosphoric acid.
(5) Colorants:

Phthalocyanine blue (C.I. pigment blue 
15, C.I. No. 74160), not to exceed 0.1 percent 
in  thermoplastic adhesives fabricated from 
components complying with §§ 177.1350 and 
177.1520 for use in resin-bonded filters.

(e) Resin-bonded filters conforming 
with the specifications of paragraph (e) 
(1) of this section are used as provided 
in paragraph (e) (2) of this section:

(1) Total extractives. The finished 
filter, when exposed to distilled water a t 
100° F for 2 hours, yields total extrac­
tives not to exceed 2.8 percent by weight 
of the filter.

(2) Conditions of use. I t  is used to 
filter milk or potable water a t operating 
temperatures not to exceed 100° P.

(f) Resin-bonded filters conforming 
with the specifications of paragraph (f) 
(1) of this section are used as provided 
in paragraph (e) (2) of this section:

(1) Total extractives. The finished 
filter, when exposed to distilled water at 
145° P for 2 hours, yields total extrac­
tives not to exceed 4 percent by weight 
of the filter.

(2) Conditions of use. I t is used to 
filter milk or potable water at operating 
temperatures not to exceed 145° F.

(g) Resin-bonded filters conforming 
with the specifications of paragraph (g) 
(1) of this section are used as provided 
in paragraph (g) (2) of this section:

(1) Total extractives. The finished 
filter, when exposed to n-hexane a t re­
flux temperature for 2 hours, yields total 
extractives not to exceed 0.5 ̂ percent by 
weight of the filter.

(2) Conditions of use. It is used to 
filter edible oils.

(h) Resin-bonded filters conforming 
with the specifications of paragraph (h) 
(1) of this section are used as provided 
in paragraph (h) (2) of this section:

(1) Total extractives. The finished 
filter, when exposed to distilled water at 
212° F for 2 hours, yields total extrac­
tives not to exceed 4 percent by weight 
of the filter.

(2) Conditions of use. I t is used to 
filter milk, coffee, tea, and potable water 
at temperatures not to exceed 212° P.

(i) Resin-bonded filters conforming 
with the specifications of paragraph (i) 
(1) of this section are used as provided 
in paragraph (i) (2) of this section:

(1) Total extractives. The finished fil­
ter, when exposed to distilled water for 
2 hours at a temperature equivalent to, 
or higher than, the filtration tempera­
ture of the aqueous food, yields total ex­
tractives not to exceed 4 percent, by 
weight, of the filter.

(2) Conditions of use. It is used in 
commercial filtration of bulk quantities 
of nonalcoholic, aqueous foods having a 
pH above 5.0.

(j) Resin-bonded filters conforming 
with the specifications of paragraph (j) 
(1) of this section are used as provided 
in paragraph (j)<2) of this section:

(1) Total extractives. The finished 
filter, when exposed to 5 percent (by 
weight) acetic acid for 2 hours at a tem­
perature equivalent to, or higher than, 
the filtration temperature of the aqueous 
food, yields total extractives not to ex­
ceed 4 percent, by weight, of the filter.

(2) Conditions of use. I t is used in 
commercial filtration of bulk quantities 
of nonalcoholic, aqueous foods having a 
pH of 5.0 or below.

(k) Resin-bonded filtèrs conforming 
with the specifications of paragraph (k)
(1) of this section are use as provided 
in paragraph (k) (2) of this section:

(l) Total extractives. The finished 
filter, when exposed to 8 percent (by 
volume) ethyl alcohol in distilled water 
for 2 hours at a temperature equivalent 
to, or higher than, the filtration tem­
perature of the alcoholic beverage, yields 
total extractives not to exceed 4 per­
cent, by weight, of the filter.

(2) Conditions of use. It is used in 
commercial filtration of bulk quantities 
of alcoholic beverages containing not 
more than 8 percent alcohol.

(1) Resin-bonded filters conforming 
with the specifications of paragraph (1), 
(1) of this section are used as provided 
in paragraph (1) (2) of this section:

(1) Total extractives. The finished 
filter, when exposed to 50 percent (by 
volume) ethyl alcohol in distilled water 
for 2 hours at a temperature equivalent 
to, or higher than, the filtration tem­
perature of the alcoholic beverage, 
yields total extractives not to exceed 4 
percent, by weight, of the filter.

(2) Conditions of use. I t  is used in 
commercial filtration of bulk quantities 
of alcoholic beverages containing more 
than 8 percent alcohol.

(m) Resiri-bonded filters fabricated 
from acrylic polymers as provided in 
paragraph (d) (3) of this section to­
gether with other substances as provided 
in paragraph (d), (1), (2), and (4) of 
this section may be used as follows:

(1) The finished filter may be used to 
filter milk or potable water at operating 
temperatures not to exceed 100° P, pro­
vided that the finished filter when ex­
posed to distilled water a t 100° F for 2 
hours yields total extractives not to ex­
ceed 1 percent by weight of the filter.

(2) The finished filter may be used to 
filter milk or potable water at operating 
temperatures not to exceed 145° F, pro-
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vided that the finished filter when ex­
posed to distilled water a t 145-° F for 2 
hours yields total extractives not to ex­
ceed i.2 percent by weight of the filter.

(n) Acrylonitrile copolymers identi­
fied in this section shall comply with 
the provisions of § 180.22 of this chapter.
§ 177.2280 4,4'-Isopropylidenediphenol- 

epiehlorohydrin thermosetting epoxy 
resins.

4,4’ - Isopropylidenediphenol - epichlo­
rohydrin thermosetting epoxy resins may 
be safely used as articles or components

RULES AND REGULATIONS

of articles intended for repeated use in 
producing,. manufacturing, packing,* 
processing, preparing, treating, packag­
ing, transporting, or holding food, in 
accordance with the following prescribed 
conditions:

(a) The basic thermosetting epoxy 
resin is made by reacting 4,4’-isopropyl- 
idenediphenol with epichlorohydrin.

(b) The resin may contain one or more 
of the following optional substances pro­
vided the quantity used does not exceed 
that reasonably required to accomplish 
the intended effect:

Allyl glyddyl ether____________________________Di- and tri-glycidyl ester mixture resulting from the reac­tion of epichlorohydrin with mixed dimers and trimers of unsaturated C« monobasic fatty acids derived from animal and vegetable fats and oils.
l,2-Epoxy-3-phenoxy-propane............ .... ...Glyoxal__________________ _______ ___ _______4,4'-Isopropylidenedlphenol_____ ;______________ _4,4'-Methylenedianiline_________________________m-Phenylenediamine________________ __________Tetrahydrophthalic anhydride___________ ________

As curing system additive.As modifier at levels not to exceed equal parts by weight of the 4,4,-isopropylidenediphenol-epichlorohydrin 
basic resin and limited to use in contact with alcoholic beverages containing not more than 8 percent of alcohol.As curing system additive.Do.Do.As curing system additive.Do.Do.

(c) In accordance with good manu­
facturing practice, finished articles con­
taining the resins shall be thoroughly 
cleansed prior to their first use in con­
tact with food.

(d) The provisions of this section are 
not applicable to 4,4'-isopropylidenedi- 
phenol-epichlorohydrin resins listed in 
other sections of Parts 174,175, 176, 177, 
178 and 179 of this chapter.
§ 177.2410 Phenolic resins in molded 

articles.
Phenolic resins identified in this sec­

tion may be safely used as the food-con­
tact surface of molded articles intended 
for repeated use in contact with nonacid 
food (pH above 5.0), in accordance with 
the following prescribed conditions:

(a) For the purpose of this section, 
the phenolic resins are those produced 
when one or more of the phenols listed 
in paragraph (a) (1) of this section are 
made to react with one or more of the

Asbestos fiber.. __ ________Barium hydroxide__ ______Calcium stearate___ _______Carbon black (channel process).Diatomaceous earth________Glass fiber_____ _________Hexamethylenetetramine____
Mica_____________ _______Oxalic acid_____ .—  ------Zinc stearate.̂ ___________

aldehydes listed in paragraph (a) (2) of 
this section, with or without aniline and/ 
or anhydro-formaldehyde aniline (hexa- 
hydro-1,3,5-triphenyl-s-triazine):

(1) Phenols:
p-tert-Amylphenol. 
p-ter f-Butylphenol. 
o-, m-, and p-Cresol. 
p-Octylphenol.
Phenol.
o- and p-Phenylethylphenol mixture pro­

duced when phenol is made to react with 
styrene In the presence of sulfuric acid 
catalyst.
(2) Aldehydes:

Acetaldehyde.
Formaldehyde.
Paraldehyde.

(b) Optional adjuvant substances em­
ployed in the production of the phenolic 
resins or added thereto to impart desired 
technical or physical properties include 
the following:

For use as catalyst. For use as lubricant.

For use as curing agent.*
For use as oatalyst.For use as lubricant.

(e) The finished food-contact article, 
when extracted with distilled water at 
reflux temperature for 2 hours, using a 
volume-to-surface ratio of 2 milliliters 
of distilled water per square inch of sur­
face tested, shall meet the following 
extractives limitations:

(1) Total extractives not to exceed 
0.15 milligram per square inch of food- 
contact surface.

(2) Extracted phenol not to exceed 
0.005 milligram per square inch of food- 
contact surface.

(3) No extracted aniline when tested 
by a spectrophotometric method sensi­
tive to 0.006 milligram of aniline per- 
square inch of food-contact surface.

(d) In accordance with good manufac­
turing practice, finished molded articles 
containing the phenolic resins shall be

thoroughly cleansed prior to their first 
use in contact With food.
§ 177.2420 Polyester resins, cross-linked.

Cross-linked polyester resins may be 
safely used as articles or components of 
articles intended for repeated use in con­
tact with food, in accordance with the 
following prescribed conditions:

(a) The cross-linked polyester resins 
are produced by the condensation of one 
or more of the acids listed in paragraph 
(a) (1) of this section with one or 
more of the alcohols or epoxides listed 
in paragraph (a) (2) of this section, 
followed by copolymerization with one 
or more of the cross-linking agents listed 
in paragraph (a) (3) of this section:

(1) Acids: '
Adipic.
Fatty acids, and dimers thereof, from natural 

sources.
Fumaric.
Isophthalic.
Maleic.
Methacrylic.
Orthophthalic.
Sebacic.
Terephthalic.
Trimellitic.

(2) Polyols and polyepoxides:
Butylene glycol.
Diethylene glycol.
2,2 -Dimethyl-1,3-propanediol.
Dipropylene glycol.
Ethylene glycol.
Glycero.
4,4' - Isopropylidenediphenol - epichlorohy­

drin.
Mannitol. 
a-Methyl glucoside.
Pentaerythritol.
Polyoxypropylene ethers of 4,4'-isopropylide­

nediphenol (containing an average of 2-7.5 
moles of propylene oxide).

Propylene glycol.
Sorbitol.
Trimethylol ethane.
Trimethylol propane.
2,2,4-Trimethyl-l,3-pentanediol.

(3) Cross-linking agents:
Butyl acrylate.
Butyl methacrylate.
Ethyl acrylate.
Ethylhexyl acrylate.
Methyl acrylate.
Methyl methacrylate.
Styrene.
Vinyl toluene.

(b) Optional adjuvant substances em­
ployed to facilitate the production of 
the resins or added thereto to impart 
desired technical or physical properties 
include the following, provided that the 
quantity used does not exceed that rea­
sonably required to accomplish the in­
tended physical or technical effect and 
does not exceed any limitations pre­
scribed in this section:
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L is t  o f substances

1. Inhibitors:Benzoquinone.... ...... „ieri-Butyl catechol__ ______T B H Q ______________ ___Di-ierf-butyl hydroquinone__Hydroquinone__ _______ _2. Accelerators:Benzyl trimethyl ammonium chloride_________Calcium naphthenate______....____________Cobalt naphthenate_______________.______Copper naphthenate_____ .....____________
N . iV-Diethylaniline____ _________ ___ ___...
N , IV-Dimethylaniline_________________ ____Ethylene guanidine hydrochloride____ _______3. Catalysts:Azo-bis-isobutyronitrile... .. ;_____________Benzoyl peroxide_____ i___¿1_......tirt-Butyl perbenzoate... ... :_____________Chlorbenzoyl peroxide___________ ___ __ __Cumene hydroperoxide___ _______________ _Dicumyl peroxide_____ ¿...̂ _____ ....._____Lauroyl peroxide.______________ _______ ___p-Menthane hydroperoxide..___ _____ ______ _Methyl ethyl ketone peroxide____ ________....4. Solvents for inhibitors, accelerators, and catalysts:Butyl benzyl phthalate (Containing not more than 1.0 percent by weight of dibenzyl phthalate).Dibutyl phthalate________________________Diethylene glycol...̂ ,......___ ____________
Dimethyl phthalate_____ _________________Methyl alcohol____________ ___ __________Styrene_____________________ __________Triphenyl phosphate______ __________ ___ _6. Reinforcements:Asbestos_______________________________Glass fiber___________ i _____________ ___Polyester fiber produced by the condensation of one or more of the acids listed in paragraph (a) (1) of this section with one or more of the alcohols listed in "paragraph (a)(2) of this section.6. Miscellaneous materials:Castor oil, hydrogenated_________ ..._______a-Methylstyrene _____________1_________Polyethylene glycol 6000___________ ___......Silicon dioxide________________________....Wax, petroleum....__ ___ ________________

Lim ita tion s (lim its o f addition expressed as percent by weiyhl 
o f fin ished  resin)

Total not to exceed 0.08 percent.0.01 percent.

Total not to exceed 1.5 percent. 0.05 percent.

0.4 percent.0.4 percent.0.05 percent.
Total not to exceed 1.5 percent, except that methyl ethyl ketone peroxide may be used as the sole catalyst pt levels not to exceed 2 percent.

As a solvent for benzyl trimethyl ammonium chloride or ethylene guanidine hydrochloride only.

Complying with § 178.3710 of this chapter.

• (c) The cross-linked polyester resins, 
with or without the optional substances 
described in paragraph (b) of this sec­
tion, and in the finished form in which 
they are to contact food, when extracted 
with the solvent or solvents characteriz­
ing the type of food and under the con­
ditions of time and temperature char­
acterizing the conditions of their in­
tended use, as determined from tables 
1 and 2 of § 176.170(c) of this chapter, 
shall meet the following extractives 
limitations:

(1) Net chloroform-soluble extractives 
not to exceed 0.1 milligram per square 
inch of food-contact surface tested when 
the prescribed food-simulating solvent 
is water or 8 or 50 percent alcohol.

(2) Total nonvolatile extractives not 
to exceed 0.1 milligram per square inch 
of food-contact surface tested when the 
prescribed food-simulating solvent is 
heptane.

(d) In accordance with good manu­
facturing practice, finished articles con­
taining the cross-linked polyester resins 
shall be thoroughly cleansed prior to 
their first use in contact with food.
§ 177.2430 Polyether resins, chlorinated.

Chlorinated polyether resins may be 
safely used as articles or components of 
articles intended for repeated use in pro­
ducing, manufacturing, packing, proc­
essing, preparing, treating, packaging, 
transporting, or holding food, in accord- 
ance with the following prescribed 
conditions:

(a) The chlorinated polyether resins 
are produced by the catalytic polymeri­
zation of 3,3-bis(chloromethyl)oxetane,

and shall contain not more than 2 per­
cent residual monomer.

(b) In accordance with good manu­
facturing practice, finished articles con­
taining the chlorinated polyether resins 
shall be thoroughly cleansed prior to 
their first use in contact with food.
§ 177.2450 Polyamide-imide resins.

Polyamide-imide resins identified in 
paragraph (a) of this section may be 
safely used as components of articles in­
tended for repeated use in contact with 
food, in accordance with the following 
prescribed conditions:

(a) Identity: For the purposes of this 
section the polyamide-imide resins are 
derived from the condensation reaction 
of substantially equimolar parts of 
trimellitic anhydride and p,p’-diphenyl- 
methane diisocyanate.

(b) Specifications: Polyamide-imide 
resins identified in paragraph (a) of this 
section shall conform to the following 
specifications (analytical methods for 
paragraph (b) (2) and (3) of this sec­
tion are available upon request from the

- Commissioner of Food and Drugs) :
(1) Nitrogen content: not less than 

7.80 weight percent and not more than 
8.20 weight percent, as determined by the 
Dumas Nitrogen Determination as set 
forth in “Official Methods of Analysis of 
the Association of Official Analytical 
Chemists,” 11th ed„ 1970, p. 123, secs. 
7.017 to 7.024.2

2 Copies may be obtained from : Association 
of Official Analytical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C. 
20044.

(2) Solution viscosity: not less than
1. 200 .

(3) Residual monomers, as determined 
by gas chromatography, in the poly­
amide-imide resin, heat cured a t 600° 
F for 15 minutes: p,p’-diphenylmethane 
diisocyanate, not more than 100 parts 
per million; trimellitic anhydride, not 
more than 500 parts per million.

(c) Extractive limitations are appli­
cable to the polyamide-imide resin in 
the form of films of 1 mil uniform thick­
ness after coating and heat-curing at

. 600° F for 15 minutes on stainless steel 
plates, each having such resin-coated 
surface area of 100 square inches. The 
cured-resin film coatings shall be ex­
tracted in accordance with the method 
described in § 176.170(d) (3) of this 
chapter, using a plurality of spaced, 
coated stainless steel plates, exposed to 
the respective food simulating solvents. 
The resin shall meet the following ex­
tractive limitations under the corre­
sponding extraction conditions:

(1) Distilled water at 250° F for 2 
hours: Not to exceed 0.01 milligram per 
square inch.

(2) Three percent acetic acid at 212° 
F for 2 hours: Not to exceed 0.05 milli­
gram per square inch.

(31 Fifty percent ethyl alcohol at 
160p F for 2 hours: Not to exceed 0.03 
milligram per square inch.

(4) n-Heptane a t 150° F for 2 hours: 
Not to exceed 0.05 milligram per square 
inch.

(d) In accordance with good manu­
facturing practice, those food contact 
articles, having as components the poly­
amide-imide resins identified in para­
graph (a) of this section and intended 
for repeated use shall be thoroughly 
cleansed prior to their first use in con­
tact with food.
§ 177.2460 PoIy(2,6-diniethyl-l,4-phen- 

ylene) oxide resins.
The poly(2,6-dimethyl-l,4-phenylene) 

oxide resins identified in paragraph (a) 
of this section may be used as an article 
or as a component of an article intended 
for use in contact with food subject to 
the provisions of this section.

(a) Identity. For the purposes of this 
section, poly (2,6 - dimethyl - 1,4-phenyl- 
ene) oxide resins consist of basic resins 
produced by the oxidative coupling of 
2,6-xylenol such that the finished basic 
resins meet the specifications and extrac­
tives limitations prescribed in paragraph
(c) of this section.

(b) Optional adjuvant substances. 
The basic poly(2,6-dimethyl-l,4-phen- 
ylene) oxide resins identified in para­
graph (a) of this section may contain 
optional adjuvant substances required in 
the production of such basic resins. The 
optional adjuvant substances required 
in the production of the basic poly (2,6- 
dimethyl - 1,4 - phenylene) oxide resins 
may include substances permitted for 
such use by regulations in Parts 170 
through 189 of this chapter, substances 
generally recognized as safe in food, sub­
stances used in accordance with a prior 
sanction or approval, and the following:
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L i s t  o f substances

Diethylamine....------ --------Methyl alcohol...---- .---------
Toluene____ — --------------

(c) Specifications and extractives 
limitations. The poly(2,6-dimethyl-l,4- 
phenylene) oxide basic resins meet the 
following:

(1) Specifications. Intrinsic viscosity 
is not less than 0.40 deciliter per gram 
as determined by the method described 
in ASTM D1243-66 modified as follows:

(i) Solvent: Chloroform, reagent grade 
containing 0.01 percent feri-butylcate- 
chol.

(ii) Resin sample: Powdered resin ob­
tained from production prior to molding 
or extrusion.

Lim ita tion s (expressed as percent by weight o f finished  
basic resin)

Not to exceed 0.16 percent as residual catalyst.Not to exceed 0.02 percent as residual solvent.Not to exceed 0.2 percent as residual solvent.

(iii) Viscometer: Cannno-Ubbelohde 
series 25 dilution viscometer (or equiv­
alent) .

(iv) Calculation: The calculation 
method used is that described in ap­
pendix Al.2.2 (ASTM Method D 1243- 
66) with the reduced viscosity deter­
mined for three concentration levels (0.4, 
0.2, and 0.1 gram per deciliter) and ex­
trapolated to zero concentration for 
intrinsic viscosity. The following formula 
is used for determining reduced viscosity:

' ... i-ioReduced viscosity in terms of deciliters per gram=^^>
Where:

t= Solution efflux time.<o= Solvent efflux time.
c = Concentration of solution in terms of grams per decihter.

(2) Extractives limitations. Total res­
in extracted not to exceed 0.02 weight- 
percent when extracted with n-heptane 
a t 160° P for 2 hours as determined us­
ing 200 milliliters of reagent grade 
n-heptane which has been freshly dis­
tilled before use and 25 grams of poly (2,- 
6-dimethyl-l,4-phenylene) oxide resin. 
The resin as tested is in pellet form 
having a particle size such that 100 per­
cent of the pellets will pass through a 
U.S. Standard Sieve No. 6 and 100 per­
cent of the pellets will be held on a U.S. 
Standard Sieve No. 10.

(d) Other limitations. The poly (2,6- 
dimethyl- 1,4-phenylene) oxide r e s i n s  
identified in and complying with this 
section, when used as components of the 
food-contact surface of any article that 
is the subject of a regulation in Parts 
174,175, 176, 177, 178 and § 179.45 of this 
chapter, shall comply with any specifi­
cations and limitations prescribed by 
such regulation for the article in the 
finished form in which it is to contact 
food.

(e) Uses. The poly(2,6-dimethyl-l,4- 
phenylene) oxide resins identified in and 
complying with the limitations in this 
section may be used as articles or com­
ponents of articles intended for repeated 
food-contact use or as articles or com­
ponents of articles intended for single­
service food-contact use only under the 
conditions described in § 176.170(c) of 
this chapter, Table 2, conditions of use
H.
§ 177.2470 Polyoxymethylene copoly­

mer.
Polyoxymethylene copolymer identi­

fied in this section may be safely used 
as an article or component of articles 
intended for food-contact use in accord­
ance with the following prescribed con­
ditions:

(a) Identity. For the purpose of this 
section, polyoxymethylene copolymer 
[Chemical Abstracts Service Registry 
Number 30754-12-2] is the reaction 
product of trioxane (cyclic trimer of

formaldehyde) and ethylene oxide to 
which may have been added certain 
optional substances to impart desired 
technological properties to the copoly­
mer.

(b) Optional adjuvant substances. The 
polyoxymethylene copolymer identified 
in paragraph (a) of this section may 
contain optional adjuvant substances re­
quired in its production. The quantity 
of any optional adjuvant substance em­
ployed in the production of the copoly­
mer does not exceed the amount reason­
ably required to accomplish the intend­
ed technical or physical effect. Such ad­
juvants may include substances gener­
ally recognized as safe in food, sub­
stances used in accordance with prior 
sanction, substances permitted under ap­
plicable regulations in Parts 170 through 
189 of this chapter, and the following:

(1) Stabilizers (total amount of sta­
bilizers not to exceed 2.0 percent and 
amount of any one stabilizer not to ex­
ceed 1.0 percent of polymer by 
ceed 1.0 percent of copolymer by weight)
Calcium ricinoleate.
Cyanoguanidine.
2,2' - Methylenebis(4 - methyl - 6 - tert- 
butylphenol).
Tetrakis [methylene (3,5-dl-ieri-butyl-4-hy-

droxyhydrocinnamate) ] methane.
(2) Lubricant: N,N'Distearoylethyl-

enediamine. '
(c) Specifications. (1) Polyoxymethyl­

ene copolymer can be identified by its 
characteristic infrared spectrum.

(2) Minimum number average molec­
ular weight of the copolymer is 20,000 
as determined by a method available 
upon request from the Food and Drug 
A d m in is t r a t io n ,  Bureau of Foods, Divi­
sion of Food and Color Additives (HFF- 
330), 200 C St. SW., Washington, DC 
20204.

(d) Extractive limitations. (1) Poly­
oxymethylene copolymer in the finished 
form in which it is to contact food, when 
extracted with the solvent or solvents 
characterizing the type of food and under 
conditions of timfe and temperature as

determined from Tables 1 and 2 of 
§ 175.300(d) of this chapter, shall yield 
net chloroform-soluble extractives not to 
exceed 0.5 milligram per square inch of 
food-contact surface.

(2) Polyoxymethylene copolymer with 
or without the optional substances de­
scribed in paragraph (b) of this section, 
when ground or cut into particles that 
pass through a U.S.A. Standard Sieve 
No. 6 and that are retained on a U.S.A. 
Standard Sieve No. 10, shall yield total 
extractives as follows:

(1) Not to exceed 0.20 percent by 
weight of the copolymer when extracted 
for 6 hours with distilled water at reflux 
temperature.

(ii) Not to exceed 0.15 percent by 
weight of the copolymer when extracted 
for 6 hours with n-heptane at reflux 
temperature.

(e) Conditions of use. (1) The poly­
oxymethylene copolymer is for use as 
articles or components of articles in­
tended for repeated use.

(2) Use temperature shall not exceed 
250° F.

(3) In accordance with good manufac­
turing practice, finished articles contain­
ing polyoxymethylene copolymer shall 
be thoroughly cleansed before their first 
use in contact with food.
§ 177.2480 Polyoxymethylene homopol­

ymer.
Polyoxymethylene homopolymer iden­

tified in this section may be safely used 
as articles or components of articles in­
tended for food-contact use in accord­
ance with the following prescribed con­
ditions:

(a) Identity. For the purpose of this 
section, polyoxymethylene homopolymer 
is polymerized formaldehyde [Chemical 
Abstracts Service Registry No. 9002-81- 
71. Certain optional adjuvant substances, 
described in paragraph (b) of this sec­
tion, may be added to impart desired 
technological properties to the homo­
polymer.

(b) Optional adjuvant substances. The 
polyoxymethylene homopolymer identi­
fied in paragraph (a) of this section 
may contain optional adjuvant sub­
stances in its production. The quantity 
of any optional adjuvant substance em­
ployed in the production of the homo- 
polymer does not exceed the amount rea­
sonably required to accomplish the in­
tended effect. Such adjuvants may in­
clude substances generally recognized as 
safe in food, substances used in accord­
ance with prior sanction, substances per­
mitted under applicable regulations in

. this part, and the following:
(1) Stabilizers (total amount of stabi­

lizers not to exceed 1.9 percent and 
amount of any one stabilizer not to ex­
ceed 0.5 percent, except that Nylon 66/ 
610/6 terpolymer may be used up to 1.5 
percent of homopolymer by weight) .

(i) 2,2' - Methylenebis(4 - methyl-6- 
ferf-butylphenol).

(ii) Nylon 66/610/6 terpolymer (see 
§ 177.1500 for identification).

(iii) Tetrakis [methylene(3,5-di-ferf- 
butyl - 4 - hydroxyhydrocinnamate) ]
methane.
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(2) Lubricant. N.N'-Distearoylethyl- 

enediamine.
(3) Molding assistant. Polyethylene 

glycol 6,000.
(c) Specifications. (1) Polyoxymethyl- 

ene homooolymer can be identified by 
its characteristic infrared spectrum.

(2) Minimum number average molecu­
lar weight of the homopolymer is 25,000.

(3) Density of the homopolymer is 
between 1.39 and 1.44 as determined by 
ASTM Method D1505.1

(4) Melting point is between 172° C 
and 184° C as determined by ASTM 
Method D2133.'’

(d) Extractive limitations. (1) Poly- 
oxymethylene homopolymer, in the fin­
ished form which is to contact food, 
when extracted with the solvent or solv­
ents characterizing the type of food and 
under conditions of time and tempera­
ture characterizing the conditions of in­
tended use under paragraphs (c) (3) and
(d) of § 175.300 of this chapter and as 
limited by paragraph (e) of this section, 
shall yield net chloroform-soluble ex­
tractives not to exceed 0.5 milligram per 
square inch of food-contact surface.

(2) Polyoxymethylene homopolymer, 
with or without the optional adjuvant 
substances described in paragraph (b) 
of this section, when ground or cut into 
particles that pass through a U.S.A. 
Standard Sieve No. 6 and that are re­
tained on a U S A. Standard Sieve No. 10, 
shall yield extractives as follows:

(i) Formaldehyde not to exceed 0.0050 
percent by weight of homopolvmer as de­
termined by a method available upon re­
quest from the Food and Drug Adminis­
tration, Bureau of Foods, Division of 
Food and Color Additives (HFF-330), 
200 C St. SW., Washington,‘DC 20204.

(ii) Total extractives not to exceed 
0.20 percent by weight of homopolymer 
when extracted for 6 hours with distilled 
water at reflux temperature and 0.15 
percent by weight of homopolymer when 
extracted for 6 hours with n-heptane 
at reflux temperature.

(e) Conditions of use. (1) Polyoxy­
methylene homopolymer is for use as 
articles or components of articles in­
tended for repeated use.

(2) Use temperatures shall not exceed 
160° F and pH of aqueous foods in con­
tact with the homopolymer shall be be­
tween 4 and 9.

(3) In accordance with good manu­
facturing practice, finished articles con­
taining polyoxymethylene homopolymei 
shall be thoroughly cleansed prior to first 
use in contact with food.
§ 177.2490 Polyphenylene sulfide resins.

Polyphenylene sulfide resins (poly(l,4- 
phenylene sulfide) resins) may be safely 
used as coatings or components of coat­
ings of articles intended for repeated use 
m contact with food, in accordance with 
the following prescribed conditions.

Copies may be obtained from: Division of 
Nutrition (HFF—260), Bureau of Foods, Food 
and Drug Administration, 200 C Street SW., 
Washington, D.C. 20204.

'Copies may be obtained from: American 
Society for Testing and Materials, 1916 Race 
street, Philadelphia, PA 19103.

(a) Polyphenylene sulfide resins con­
sist of basic resins produced by the re­
action of equimolar parts of p-dichloro- 
benzene and sodium sulfide, such that 
the finished resins meet the following 
specifications as determined by methods 
available upon request from the Com­
missioner of Food and Drugs.

(1) Sulfur content: 28.2-29.1 percent 
by weight of finished resin.

(2) Minimum inherent viscosity: 0.13. 
deciliters per gram.

(3) Maximum residual p-dichloroben- 
zene: 0.8 ppm.

(b) Subject to any limitations pre­
scribed in Parts 170 through 189 of this 
chapter, the following optional sub­
stances may be added to the polyphenyl­
ene sulfide basic resins in an amount 
not to exceed that reasonably required to 
accomplish the intended physical or 
technical effect.

(1) Substances generally recognized 
as safe in food.

(2) Substances used in accordance 
with prior sanction or approval.

(3) Substances the use of which is 
permitted in coatings under regulations 
in Parts 170 through 189 of this chapter.

(c) The finished coatings are ther­
mally cured at temperatures of 700° F 
and above.

(d) Polyphenylene sulfide resin coat­
ings may be used in contact with food 
at temperatures not to exceed the boil­
ing point of water; provided that the fin­
ished cured coating, when extracted at 
reflux temperatures for 8 hours sepa­
rately with distilled water, 50 percent 
ethanol in water, and 3 percent acetic 
acid, yields total extractives in each ex­
tracting solvent not to exceed 0.02 milli­
gram per square inch of surface and 
when extracted at reflux temperature for 
8 hours with heptane yields total extrac­
tives not to exceed 0.1 milligram per 
square inch of surface.

(e) Polyphenylene sulfide resin coat­
ings containing perfluorocarbon resins 
complying with § 177.1550 may be used in 
contact with food a t temperatures up to 
and including normal baking and frying 
temperatures; provided that the finished 
cured coating, when extracted a t reflux 
temperatures for 2 hours separately with 
distilled water, 50 percent ethanol in 
water, 3 percent acetic acid and heptane, 
yields total extractives in each extract­
ing solvent not to exceed 0.2 milligram 
per square inch of surface and when ex­
tracted at reflux temperature for 1 hour 
with diphenyl ether yields total extrac­
tives not to exceed 4.5 milligrams per 
square inch of surface.
§ 1 7 7 .2 5 0 0  Polysulfone resins.

Polysulfone resins identified in para­
graph (a) of this section may be safely 
used as articles or components of articles 
intended for repeated use in contact with 
food, in accordance with the following 
prescribed conditions:

(a) For the purpose of this section, 
polysulfone resins (poly(oxy-p-phen- 
ylenesulfonyl - p - phenyleneoxy - p - 
phenyleneisopropylidene - p - phen- 
ylene) resins) consist of basic resins 
produced when the disodium salt of 4,4'- 
isopropylidenediphenol is made to react 
with 4,4'-dichlorodiphenyl sulfone such 
that the finished resins have a minimum 
number average molecular weight of
24,000, as determined by osmotic pressure 
in monochlorobenzene.

(b) The basic polysulfone resins iden­
tified in paragraph (a) of this section 
may contain optional adjuvant sub­
stances required in the production of 
such basic resins. The optional adjuvant 
substances required in the production of 
the basic polysulfone resins may include 
substances described in § 174.5(d) of 
this chapter and the following:

L i s t  o f substances L im ita tion s
Dimethyl sulfoxide............................. Not to exceed 50 p.p.m. as residual solvent in finishedbasic resin.MonocnJorobenzene............ ...............  Not to exceed 500 p.p.m. as residual solvent in finishedbasic resin.

(c) The finished food-contaet article, 
when extracted at reflux temperatures 
for 6 hours with the solvents distilled 
water, 50 percent (by volume) ethyl al­
cohol in distilled water, 3 percent acetic 
acid in distilled water, and n-heptane, 
yields total extractives in each extract­
ing solvent not to exceed 0.05 milligram 
per square inch of food-contact surface. 
(N ote: In testing the finished food- 
contact article, use a separate test sam­
ple for each required extracting solvent.)

(d) In accordance with good manu­
facturing practice, finished food-contact 
articles containing the polysulfone resins 
shall be thoroughly cleansed prior to 
their fir$t use in contact with food.
§ 177.2510 Polyvinylidene fluoride res­

ins.
Polyvinylidene fluoride resins may be 

safely used as articles or components of 
articles intended for repeated use in 
contact with food, in accordance with 
the following prescribed conditions:

(a) For the purpose of this section, the 
polyvinylidene fluoride resins consist of 
basic resins produced by the polymeriza­
tion of vinylidene fluoride.

(b) The finished food-contact article, 
wheh extracted at reflux temperatures 
for 2 hours with the solvents distilled 
water, 50 percent (by volume) ethyl alco­
hol in distilled water, and n-heptane, 
yields total extractives in each extract­
ing solvent not to exceed 0.01 milligram 
per square inch of food-contact surface 
tested; and if the finished food-contact 
article is itself the subject of a regulation 
in Parts 174,175, 176,177, 178 and § 179.- 
45 of this chapter, it shall also comply 
with any specifications and limitations 
prescribed for it by that regulation. 
(Note: In testing the finished food- 
contact article, use a separate test sam­
ple for each required extracting solvent.)

(c) In accordance with good manu­
facturing practice, finished food-contact 
articles containing the polyvinylidene 
fluoride resins shall * be thoroughly
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cleansed prior to their first use in con­
tact with food.
§ 177.2600 Rubber articles intended for 

repeated use.
Rubber articles intended for repeated 

use may be safely used in producing, 
manufacturing, packing, processing, 
preparing, treating, packaging, trans­
porting, or holding food, subject to the 
provisions of this section.

(a) The rubber articles are prepared 
from natural and/or synthetic polymers 
and adjuvant substances as described in 
paragraph (c) of this section.

(b) The quantity of any substance em­
ployed in the production of rubber arti­
cles intended for repeated use shall not 
exceed the amount reasonably required 
to accomplish the intended effect in the 
rubber article and shall not be intended 
to accomplish any effect in food.

(c) Substances employed in the prep-y 
aration of- rubber articles include the 
following, subject to any limitations pre­
scribed:

(1) Substances generally recognized as 
safe for use in food or food packaging.

(2) Substances used in accordance 
with the provisions of a prior sanction 
or approval.

(3) Substances that by regulation in 
Parfts 170 through 189 of this chapter 
may be safely used in rubber articles, 
subject to the provisions of such regula­
tion.

(4) Substances identified in this para­
graph (c)(4), provided that any sub­
stance that is the subject of a regulation 
in Parts 174,175,176, 177,178 and § 179.- 
45 of this chapter conforms with any 
specification in such regulation.

(i) Elastomers.
Acrylonitrile -butadiene copolymer.
Butadiene-acrylonitrile-ethylene glycol di­

methacrylate copolymers containing not 
more than 5 weight percent of polymer 
units derived from ethylene glycol di­
methacrylate.

Butadiene-acrylonitrile-methacrylic acid 
copolymer.

Butadiene-styrene-methacrylic acid co­
polymer.

Chloroprene polymers.
Chlorotrifluoroethylene-vinylidene fluoride 

copolymer.
Ethylene-propylene copolymer elastomers 

which may contain not more than 5 
weight-percent of total polymer units de­
rived from 5-methylene-2-norbornene

• and/or 5-ethylidine-2-norbornene.
Ethylene-propylene-dicyclopentadiene co­

polymer.
Ethylene-propylene-1,4-hexadiene copoly­

mers containing no more than 8 weight 
percent of total polymer units derived 
from 1^4-hexadiene.

Isobutylene-isoprene copolymer.
Polybutadiene.
Polyisoprene.
Polydrethane resins derived from reactions 

of diphenylmethane diisocyanate with 
adipic acid and 1,4-butanediol.

Rubber, natural.
Silicone basic polymers as described in 

ASTM D-1418-61T;
Silicone (Si) elastomers containing 

methyl groups.
Silicone (Psi) elastomers containing 

methyl and phenyl groups.
Silicone (Vsi) elastomers containing 

methyl and vinyl groups.

Silicone (Psi) elastomers containing 
methyl and fluorine groups.

Silicone (PVsi) elastomers containing 
phenyl, methyl, and vinyl groups.

Styrene-butadiene copolymer.
Vinylidene fluoride-hexafluoropropylene co­

polymers (minimum number average 
molecular weight 70,000 as determined by 
osmotic pressure in  methyl ethyl 
ketone).

Vinylidene fluoride - hexafluoropropylene- 
tetrafluoroethylene copolymers (mini­
mum number average molecular weight 
100,000 as determined by osmotic pres­
sure in methyl ethyl ketone).

(ii) Vulcanization materials—(a) Vul­
canizing agents.
4,4'-Bis(aminocyclohexyl) methane carba­

mate for use only as cross-linking agent 
in the vulcanization of vinylidene fluo- 
ridehexafluoropropylene copolymer and 
vinylidene fluoride-hexafluoropropylene- 
tetrafluoroethylene copolymer elastomers 
identified under paragraph (c) (4) (i) of 
this section and limited to use at levels 
not to exceed 2.4 percent by weight of 
such copolymers.

Hexamethylenediamine carbamate for use 
only as cross-linking agent in the vul­
canization of vinylidene flyoride-hexa- 
fluoropropylene copolymer and vinyli­
dene fluoride-hexafluoropropylene-tetra- 1 
fluoroethylene copolymer • elastomers 
identified under paragraph (c)(4 )(i) of 
this section and limited to use at levels 
not to exceed 1.5 percent by weight of 
such copolymers.

Sulfur, ground.
(b) Accelerators (total not to exceed

1.5 percent by weight of rubber product).
2 -Benzothiazyl - JV,2V-diethylthiocarbamyl- 

sulfide.
Benzoyl peroxide.
1.3 - Bis(2-benzothiazolylmercaptomethyl) 

urea.
JV-tert-Butyl-2-benzothiazole sulfenamlde
Butyraldehyde-aniline resin (iodine num­

ber 670-705).
Carbon, disulfide - 1,1' - methylenedipiperi- 

dine reaction product.
Copper dimethyldithiocarbamate.
IV-Cyclohexyl -2 -benzothiazole sulfenainide
Dibenzoyl-p-quinone dioxime.
Dibenzylamine.
Di-ferf-butyl peroxide.
Dibutyl xanthogen disulfide.
2,4-Dichlorobenzoyl peroxide.
Dicumyl peroxide.
IV^V-Dimethylcyclohexylamine salt of dibu- 

tyldithiocarbamic acid.
2,6-Dimethylmorpholine thiobenzothiazol.
Dipentamethylenethiuram tetrasulfide.
Diphenylguanidine.
Diphenylguanidine phthalate.
l,3-Diphenyl-2-thiourea.
2,2'-Dithiobis [benzothiazole).
4.4 ’ -Dithiodimorpholine.
N,N'-Di-o-tolylguanidine.
Di-o-tolylguanidine salt of pyrocatechol-

borate.
Ethylenediamine carbamate,
Heptaldehyde-aniline resin (iodine num­

ber 430-445).
Hexamethylenetetramine. .
2 -Mercaptobenzothiazole
2 -Mercaptothiazoline
JV-Oxydiethylene - benzothiazole-2-sulfen- 

amide.
Piperidinium pentamethylenedithiocarba - 

mate.
Potassium pentamethylenedithiocarba- 

mate.
p-Quinone dioxime.
Sodium dibutyldithiocarbamate.
Sodium dimethyldithiocarbamate.

Stannous oleate for use only as an acceler­
ator for silicone elastomers. 

Tetrabutylthiuram monosulflde. 
Tetraethylthiuram disulfide.
(1, 1, 4, 4-Tetramethyltetramethylene)bis 

[terf-butyl peroxide). 
Tetramethylthiuram monosulflde.
Thiram (tetramethylthiuram disulfide). 
Triallyl cyanurate.
Triethylenetetramine.
1,3,5 -Triethyl-hexahydro-s-tr iaxine (tri-

ethyltrimethylenetriamine). 
Triphenylguanidine.
Zinc butyl xanathate.
Zinc dibenzyl dithiocarbamate.
Zinc dibutyldithiocarbamate.
Zinc diethyldithiocarbamate.
Zinc 2-mercaptobenzothiazole.
Ziram (zinc dimethyldithiocarbamate)
(c) Retarders (total not to exceed 10 

percent of weight of rubber product).
Cyanoguanidine.
Phthalic anhydride.
Salicylic acid.
id) Activators (total not to exceed 5 

percent by weight of rubber product ex­
cept magnesium oxide may be used at 
higher levels) .

Diethylamine.
Fatty acid amines, mixed.
Fatty acids.
Magnesium carbonate.
Magnesium oxide, light and heavy.
Oleic acid, dibutylamine salt (dibutylam- 

monium oleate).
Stannous chloride.
Tall oil fatty acids.
Tetrachloro-p-benzoquinone
Triethanolamine
Zinc salts of fatty acids.
(iii) Antioxidants and antiozonants 

(total not to exceed 5 percent by weight 
of rubber product) .

Aldol-o-naphthylamine.
Alkylated (C4 and/or C8) phenols.
BHT (butylated hydroxjtoluene). 
Butylated, styrenated cresols identified in 

§ 178.2010(b) of this chanter.
4,4' -Butylidinebis (6-fert-Dutyl-m - cresol) 
N - Cyclohexyl-lV' - phenylphenylenedia- 

mine
p.p'-Diaminodiphenylmethane.

2,5-Di-tert-amylhydroauinone.
Diaryl-p-phenylenediamine, where the aryl 

group may be phenyl, tolyl, or xylyl.
2.6- Di-teirt-butyl-p-phenylphenol.
1.2- Dihydro-2,2,4 - trimethyl - 6-dodecyl- 

quinoline.
1.2- Dihydro-2,2,4 - trimethyl - 6 - ethoxy- 

quinoline.
1.2- Dihydro-2,2,4 - trimethyl - 6 - phenyl- 

quinoline.
4,4' -Dimethoxydiphenylamine.
4.6- Dinonyl-o-cresol.
N,N' -Dioctyl -p-phenylenediamine. 
Diphenylamine-acetone resin. 
Diphenylamine - acetone - formaldehyde 

resin.
N.N’-Diphenylethylenediamine. 
JV,AT-Disalicylalpropylenediamine. 
JV,JV'-Di-o-tolylethylenediamine. 
Hydroquinone monobenzyl ether. 
Isopropoxydiphenylamine.
N - isopropyl-IV'-phenyl-p-phenylenedia-

mine. ,
2,2' - Methylenebis(6 - fert-butyl-4-ethyi- 

phenol). * .
2,2' - Methylenebis(4 - methyl - 6 - ten- 

b'utylphenol).
2,2'-Methylenebis(4-methyl - 6 - nonylphe- 

nol). .
2,2' - Methylenebis (4 - methyl - 6 - ten- 

octylphenol).
Monooctyl- and dioctyldiphenylamine.
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N,N'-Di-0-naphthyl-p-phenylenediamine.
P h e n y l-a -n a p h th y la m in e .
P h en y l-/9 -n a p h th y la m in e .
P h en y l- /3 -n a p h th y la m in e -a c e to n e  a r o m a tic  

a m in e  r e s in  (average  m o lecu la r  w e ig h t  
600; n itro g e n  c o n te n t  5.3 p e r c e n t ) .

o- and p-Phenylphenol.
Polybutylated (mixture) 4,4'-isopropyl- 

idenediphenol.
| Sodium pentachlorophenate.

Styrenated cresols produced when 2 moles 
| of styrene are made to react with 1 mole 
I of a mixture of phenol and o-, m-, and p- 
i cresols so that the final product has a 
| Brookfield viscosity at 25° C of 1400 to 
I 1700 centipoises.
| Styrenated phenol. 
f 4,4'-Thiobis (6-ierf-butyl-TO-cresol).
♦ Toluene-2,4-diamine.
\ N-o-Tolyl-N’-phenyl-p-phenylenediamine.

p(p-Tolylsulfanilamide) diphenylamine.
Tri( mixed mono- and dinonylphenyl) 

phosphite.
Tri (nonylphenyl) phosphite-formaldehyde 

resins produced when 1 mole of tri (non­
ylphenyl) phosphite is made to react 
with 1.4 moles of formaldehyde or pro­
duced when 1 mole of nonylphenol is 
made to react with 0.36 mole of formal­
dehyde and the reaction product is then 
further reacted with 0.33 mole of phos­
phorus trichloride. The finished resins 
have a minimum viscosity of 20,000 cen­
tipoises at 25° C, as determined by LV- 
series Brookfield viscometer (or equiva­
lent) using a No. 4 spindle at 12 r.p.m., 
and have an organic phosphorus content 
of 4.05 to 4.15 percent by weight.

(iv) Plasticizers (total not to exceed 
30 percent by weight of rubber product).

n-Amyl n-decyl phthalate.
Butylacetyl ricinoleate.
n-Butyl ester of tall oil fatty acids.
Butyl laurate.
Butyl oleate.
Butyl stearate.
Calcium stearate.
Castor oil.
Coumarorie-indene resins.
2,2'-Dibenzamidodiphenyl disulfide.
Dibenzyl adipate.
Dibutoxyethoxyethyl adipate.
Dibutyl phthalate.
Dibutyl sebacate.
Didecyl adipate.
Didecyl phthalate.
Diisodecyl adipate.
Diisodecyl phthalate.
Diisooctyl adipate.
Diisooctyl sebacate.
Dioctyl adipate.
Dioctyl phthalate.
Dioctyl sebacate.
Dipen tene resin.
Diphenyl ketone.
Fatty acids.
Fatty acids, hydrogenated.
Isooctyl ester of tall oil fatty acids.Lanolin.
a-Methylstyrene-vinyltholuene copolymer 

resins (molar ratio 1 o-methylstyrene to 
3 vinyltoluene).Mineral oil.

Montan wax.
■ n-Octyl n-decyl adipate.

n-Octyl n-decyl phthalate.
Petrolatum.
Petroleum hydrocarbon resin (cyclopen- 

tadiene type), hydrogenated.
Petroleum hydrocarbon resin (produced by 

the homo- and copolymerization of 
dienes and olefins of the aliphatic, ali- 
cyclic, and monobenzenoid arylalkene 
types from distillates of cracked petro­leum stocks.)
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Petroleum hydrocarbon resin (produced by 

the catalytic polymerization and subse­
quent hydrogenation of styrene, vinyl- 
toluene, and indene types from distil­
lates of cracked petroleum stocks).

Petroleum oil, sulfonated.
Phenol-formaldehyde resin.
Pine tar.
Polybutene.
Polystyrene.
Propylene glycol.
n-Propyl ester of tall oil fatty acids.
Rapeseed oil vulcanized with rubber mak­

er’s sulfur. -  i
Rosins and rosin derivatives identified in 

§ 175.105(c)(5.) of this chapter. f
Soybean oil vulcanized with rubber mak­

ers’ sulfur.
Styrene-acrylonitrile copolymer.
Terpene resins.
Triethylene glycol dicaprate.
Triethylene glycol dicaprylate.
Waxes, petroleum.
Xylene (or toluene) alkylated with dicyclo- 

pentadiene.
Zinc 2-benzamidothiophenate.
(v) Fillers.

Aluminum hydroxide.
Aluminum silicate.
Asbestos fiber, chrysotile or crocidolite.
Barium sulfate.
Carbon black (channel process or furnace 

combustion process; total carbon black 
not to exceed 50 percent by weight of 
rubber product; furnace combustion 
black content not to exceed 10 percent 
by weight of rubber products intended 
for use in contact with milk or edible 
oils).

Cork.
Cotton (floe, fibers, fabric).
Mica.
Nylon (floe, fibers, fabric).
Silica.
Titanium dioxide.
Zinc carbonate.
Zinc sulfide.
(vi) Colors (total not to exceed 10 

percent by weight of rubber product) .
Chrome oxide (Cr,03) .
C.I. pigment red 38, C.I. No. 21120.
Iron oxide.
Phthalocyanine.
Phthalocyanine blue (C.I. pigment blue 

15, C.I. No. 74160).
Titanium dioxide.
Ultramarine blue.
Zinc chromate.
(vii) Lubricants (total not to exceed 2 

percent by weight of rubber product) .
Polyethylene.
Sodium stearate.
(viii) Emulsifiers.
Fatty acid salts, sodium or potassium.
Naphthalene sulfonic acid-formaldehyde 

condensate, sodium salt.
Rosins and rosin-derivatives identified in 

§ 175.105(c) (5) of this chapter.
Sodium decylbenzenesulfonate.
Sodium dodecylbenzenesulfonate.
Sodium lauryl sulfate.
Tall oil mixed soap (calcium, potassium, 

and sodium).
(ix) Miscellaneous (total not to ex­

ceed 5 percent by weight of rubber prod­
uct).

Animar glue as described in § 178.3120 of 
this chapter.

Azodicarbonamide as chemical blowing 
agent.

14607
2-Anthraquinone sulfonic acid sodium 

salt for use only as polymerization in­
hibitor in chloroprene polymers and not 
to exceed 0.03 percent by weight of the 
chloroprene polymers.

n-Butyllithium for use only as polymeriza­
tion catalyst for polybutadiene.

4-feri-Butyl-o-thiocresol as peptizing agent.
fert-Butyl peracetate.
p-fert-Butylpyrocatechol.
Dialkyl (Cs—C1S) dimethylammonium chlo­

ride for use only as a flocculating agent 
in the manufacture of silica.

Di- and triethanolamine.
Diethyl xanthogen disulfide.
Dodecyl mercaptan isomers, single or 

mixed.
2-Ethoxyethanol.
Iodoform.
p-Menthane hydroperoxide.
a- (p-Nonylphenyl) - omega - hydroxypoly 

(oxyethylene) mixture of dihydr.ogen 
phosphate and monohydrogen phosphate 

. esters^barium salt; the nonyl group is a 
propylene trimer isomer and the poly 
(oxyethylene) content averages 9 moles; 
for use only as residual polymerization 
emulsifier at levels not to exceed 0.7 per­
cent by weight of ethylene-propylene-
1,4-hexadiene copolymers identified un­
der paragraph (c) (4) (i) of this section.

4,4'-Oxybis (benzenesulfonhydrazide) as chemical blowing agent.
Phenothiazine.
Potassium persulfate.
Sodium formaldehyde sulfoxylate.
Sodium polysulfide.
Sodium nitrite.
Sodium salt of ethylenediamine tetraacetic 

acid and glycine.
Sodium sulfide.
Styrene monomer.
Tall oil.
Thioxylenols as peptizing agents.
Tridecyl mercaptan.
Zinc 4-tert-butylthiophenate as peptizing agent.
(d) Rubber articles intended for use 

with dry food are so formulated and 
cured under conditions of good manu­
facturing practice as to be suitable for 
repeated use.

(e) Rubber articles intended for re­
peated use in contact with aqueous food 
shall meet the following specifications: 
The food-contact surface of the rubber 
article in the finished form in which it 
is to contact food, when extracted with 
distilled water at reflux temperature, 
shall yield total extractives not to exceed 
20 milligrams per square inch during the 
first 7 hours of extraction, nor to exceed 
1 milligram per square inch during- the 
succeeding 2 hours of extraction.

(f) Rubber articles intended for re­
peated use in contact with fatty foods 
shall meet the following specifications: 
The food^contact surface of the rubber 
article in* the finished form in which it 
is to contact food, when extracted with 
n-hexane at reflux temperature, shall 
yield total extractives not to exceed 175 
milligrams per square inch during the 
first 7 hours of extraction, nor to exceed 
4 milligrams per square inch during the 
succeeding 2 hours of extraction.

(g) In accordance with good manu­
facturing practice finished rubber ar­
ticles intended for repeated use in con­
tact with food shall be thoroughly
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cleansed prior to their first use in contact 
with food.

(h) The provisions of this section are 
not applicable to rubber nursing-bottle 
nipples.

(i) Acrylonitrile copolymers identified 
in this section shall comply with the pro­
visions of § 180.22 of this chapter.
§ 177.2710 Styrene-divinylbenzene res­

ins, cross-linked.
Styrene - divinylbenzene cross - linked 

copolymer resins may be safely used as 
articles or components of articles in­
tended for repeated use in producing, 
manufacturing, packing, processing, pre­
paring, treating, packaging, transport­
ing, or holding food, in accordance with 
the following prescribed conditions:

(a) The resins are produced by the 
copolymerization of styrene with divinyl­
benzene.

(b) The resins meet the extractives 
limitations prescribed in this paragraph:

(1) The resins to be tested are ground 
or cut into small particles that will pass 
through a U.S. standard sieve No. 3 and 
that will be held on a U.S. standard 
sieve No. 20.

(2) A 100-gram sample of the resins, 
when extracted with 100 milliliters of 
ethyl acetate at reflux temperature for 
1 hour, yields total extractives not to ex­
ceed 1 percent by weight of the resins.

(c) In accordance with good manufac­
turing practice, finished articles con­
taining the resins shall be thoroughly 
cleansed prior to their first use in con­
tact with food.
§ 177.2800 Textiles and textile fibers.

Textiles and textile fibers may safely 
be used as articles or components of ar­
ticles intended for. use in producing, 
manufacturing, packing, processing, 
preparing, treating, packaging, trans­
porting, or holding food, subject to the 
provisions of this section.

(a) The textiles and textile fibers are 
prepared from one or more of the fibers 
identified in paragraph (d) of this sec­
tion and from certain other adjuvant 
substances required in the production of 
the textiles or textile fibers or added to 
impart desired properties.

(b) The quantity of any adjuvant sub­
stance employed in the production of 
textiles or textile fibers does not exceed’ 
the amount reasonably required to ac­
complish the intended physical or tech­
nical effect or any limitation further 
provided.

(c) Any substance employed in the pro­
duction of textiles or textile fibers that 
is the subject of a regulation in Parts 
174, 175, 176, 177, 178 and § 179.45 of this 
chapter conforms with any specification 
in such regulation.

(d) Substances employed in the pro­
duction of or added to textiles and textile 
fibers may include:

(1) Substances generally recognized as 
safe in food.

(2) Substances subject to prior sanc­
tion or approval for use in textiles and 
textile fibers and used in accordance with 
such sanction or approval.

(3) Substances'generally recognized as 
safe for use in cotton and cotton fabrics 
used in dry-food packaging.

(4) Substances that by regulation in 
this part may safely be used in the pro­
duction of or as a component of textiles

L i s t  o f substances
(i) Fibers:Cotton.. ..................  —Rayon...— .................-..........(ii) Adjuvant substances:Aluminum stearate................-...---

4,4'-Bis(4-anilino-6-diethanolamine-a-triazin-2-yla- 
mino)-2,2'-stilbene-disulfonic acid, disodium
salt. , . .4,4'-Bis(4-anilino-6-methylethanolamine-a-tnazin- 
2-ylamino)-2,2'-stilbene-disulfonic acid, di­
sodium salt.Borax....... T.—y— -...................Butyl-acetyl r i c i n o l e a t e ...............Di-ferf-butyl h y d r o q u i n o n e — .... -........Dimethylpolysiloxane...... ......... f .........Ethylenediaminetetraacetic acid, sodium salt....... .4-Ethyl-4-hexadecyl morpholinium ethyl sulfate........

Fats, oilŝ  "fatty acids, and fatty alcohols derived from castor, coconut, cottonseed, fish, mustardseed, palm, peanut, rapeseed, ricebran, soybean, sperm, and tall
oils and tallow. ......... . . ,■Fats, oils, fatty acids, and fatty alcohols described in the preceding item reacted with one or more of the following 
substances:n-Butyl and isobutyl alcohol..............-...Diethylene glycol__ ...... ..................Diethanolamine...... ......— -........ .....
Glycerol-.-...— -....... — .................Hexylene glycol (2-methyl-2,4-pentanediol).......
Hydrogen. -I— — — ...............Isopropyl alcohol....... — .....-.....— ----Methyl alcohol.... ........... -...... ...
q  x ygen   _______________— -—Polyethylene glycol (molecular weight 400— 3,000)--*
Potassium hydroxide--- — ............r------Propylene glycol.......................------Sodium hydroxide..........................Sulfuric acid.....-............. .... ... ...Formaldeh yde------- ---- -... ... ... ... ...Glyceryl mono-12-hydroxystearate....— ~  - - - — — - -—2-(9-Heptadecenyl)-l-I2-(10-octadecenamido)ethyl]-2-imid-

azolinium ethyl sulfate. .Hexylene glycol (2-methyl,2,4-pentanediol)..... -....
Isobutyl alcohol...... ................-........Isopropyl alcohol...... — -}.. ... ....... -... - -Kerosene....... — -... -... — ... -............Methyl ester of sulfated ricebran oil...... ....— ....
Mineral oil..............-....... -....... -...
Mono- and diisopropylated m- and p-cresols (isothymol 
derivative). . . .IV-Oleyl, iV'-acetyl, JV'-fi-hydroxy-ethylenediamine...—

Petrolatum........        —Petroleum sulfonate. ...... — — ........... »'...
Pine oil.. ... ............... -...- - - - - - - - - -Polybutene, hydrogenated: complying with the identity prescribed under § 178.3740(b) of this chapter.
Polyethylene, oxidized (air blown).... .... -------Polyethylene terephthalate complying in composition 
with the provisions of § 177.1630(d) (4) (i).

Polyvinyl acetate-- ,-------------- ----------Polyvinyl alcohol...... ......— -— ---..........Potassium soap of a saponified sulfated castor oil-----Sodium bis(2,6-dimethylheptyl-4) sulfosuccinate.......
Sodium dioctyl sulfosuccinate..........-..........Sodium dodecyl benzenesulfonate...................
Sefiium fluoride...............................Sodium hydrosulfite.................. -... -...Sodium hypochlorite.................. -......Sodium lauryl sulfate.... ................... ----Sodium 2-mercaptobenzothiazole..... -...........-Sodium pentachlorophenate.....................-Styrene-butadiene copolymer......... ............Sulfated butyl, isobutyl and propyl oleate... .......
Tallow.............-...............Tallow, sulfonated................ .......-... i-Titanium dioxide...............................Triethanolamine.... .... ......................Ultramarine blue..... ..........-...... .......Waxes, petroleum... .....-...... -............Zinc hydrosulfite................ -.....-c.... ---

(e) Textile and textile fibers are used 
as articles or components of articles that 
contact dry food only.

(f) The provisions of this section are
not applicable to jute fibers used as pre­
scribed by § 178.3620(d) (2) of this chap­
ter.

or textile fibers and subject to provisions 
of such regulation.

(5) Substances identified in this para­
graph (d) (5), subject to such limitations 
as are provided:

L im ita tio n

For use as colorant only.

For use as preservative only.

For use only as a lubricant in the manufacture of poly­ethylene terephthalate fibers specified in paragraph (c)(5)(i) of this section at a level not to exceed 0.03 percent by weight of the finished fibers.

For use as preservative only.

For use only at a level not to exceed 0.15 percent by 
weight of finished fibers.

For use only at a level not to exceed 0.15 percent by 
weight of finished fibers.

For use. only in the manufacture of items for repeated 
use.

For use as preservative only.

For use as preservative only. 
Do.

§ 177.2910 Ultra-filtration membranes.
Ultra-filtration membranes identified 

in paragraph (a) of this section ,
safely used in the processing of tooa, 
under the following prescribed condi­
tions :

(a) The ultra-filtration membrane
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RULES AND REGULATIONS 14609
consists of paper impregnated with cured 
phenol-formaldehyde resin, which is 
used as a support and is coated with a 
vinyl chloride-acrylonitrile copolymer.

(b) Any substance employed in the 
production of ultra-filtration membranes 
that is the subject of a regulation in 
Parts 174, 175, 176, 177, 178 and § 179.45 
of this chapter conforms with the spec­
ifications of such regulation.

(c) Ultra-filtration membranes are 
used in the physical separation of dis­
solved or colloidally suspended varying 
molecular size components of liquids 
during the commercial processing of bulk 
quantities of food.

(d) Ultra-filtration membranes shall 
be maintained in a sanitary manner in 
accordance with good manufacturing 
practice so as to prevent potential micro­
bial adulteration of the food.

(e) To assure safe use of the ultra­
filtration membranes, the label or label­
ing shall include adequate directions for 
a pre-use treatment, consisting of con­
ditioning and washing with a minimum 
of 8 gallons of potable water prior to 
their first use in contact with food.

(f) Acrylonitrile copolymers identified 
in this section shall comply with the 
provisions of § 180.22 of this chapter.
(Secs. 201(s), 402, 409, 701(a), 52 Stat. 1046- 
1047 as amended, 1055, 72 Stat. 1784-1788 
(21 U.S.C. 321 (s), 342, 348, 371(a)))

PART 178— INDIRECT FOOD ADDITIVES* 
ADJUVANTS, PRODUCTION AIDS, AND 
SANITIZERS

Subpart A— [Reserved]
Subpart B— Substances Utilized To Control the 

Growth of Microorganisms
Sec.
178.1010 Sanitizing solutions.

Subpart C— Antioxidants and Stabilizers
178.2010 Antioxidants and/or stabilizers for 

polymers.
178.2550 4-Hydroxymethyl-2, 6-di-ferf- 

butylphenol.
178.2650 Ootyltin stabilizers in vinyl chlo­

ride plastics.
Subpart D—Certain Adjuvants and Production 

Aids
178.3010 Adjuvant substances used in the 

manufacture of foamed polysty­
rene. .

178.3120 Animal glue.
178.3130 Antistatic and/or antifogging

agents in food-packaging mate­
rials.

178.3280 Castor oil, hydrogenated.
178.3290 Chromic chloride complexes.
178.3300 Corrosion inhibitors used for steel 

or tinplate.
178.3400 Emulsifiers and/or surface-active 

agents.
178.3450 Esters of stearic and palmitic 

acids.
178.3480 Patty alcohols, synthetic.
178.3500 Glycerin, synthetic.
178.3520 Industrial starch-modified.
178.3530 Isoparaffinic petroleum hydrocar­

bons, synthetic. -178.3550 Kaolin-modified.
178.3570 Lubricants with incidental food 

contact.
^•3600 Methyl glucoside-coconut oil ester.
178.3610 a-Methylstyrene-vinyltoluene res-

• ins, hydrogenated.
178.3620 Mineral oil.
178.3650 Odorless light petroleum hydro­

carbons.

Sec.
178.3700 Petrolatum.
178.3710 Petroleum wax.
178.3720 Petroleum wax, synthetic.
178.3730 Piperonyl butoxide and pyrethrins 

as components of bágs.
178.3740 Plasticizers in polymeric sub­

stances.
178.3750 Polyethylene glycol (mean molec­

ular weight 200-9, 500).
178.3760 Polyethylene glycol (400) mono- 

laurate.
178.3770 Polyhydric alcohol diesters of oxi­

datively refined (Gersthoffen 
process) montan wax acids. 

178.3780 Polyhydric alcohol esters of long 
chain monobasic acids.

178.3790 Polymer modifiers in semirigid 
and rigid vinyl chloride plastics. 

178.3800 Preservatives for wood.
178.3850 Reinforced wax.
178.3860 Release agents.
178.3870 Rosins and rosin derivatives. 
178.3900 Sodium pentachlorophenate. 
178.3910 Surface lubricants used in the 

manufacture of metallic articles. 
178.3930 Terpene resins.
178.3940 Tetraethylene glycol di-(2-ethyl- 

hexoate).
178.3950 Tetrahydrofuran.
178.3970 Ultramarine blue.

Authority : Secs. 409, 701, 52 Stat. 1055- 
1056 as amended, 72 Stat. 1785-1788 as 
amended (21 U.S.C. 348, 371), unless other­
wise noted.

Subpart A— [Reserved]
Subpart B— Substances Utilized To 

Control the Growth of Microorganisms
§ 178.1010 Sanitizing solutions.

Sanitizing solutions may be safely 
used on food-processing equipment and 
utensils, and on other food-contact ar­
ticles as specified in this section, within 
the following prescribed conditions:

(a) Such sanitizing solutions are used, 
followed by adequate draining, before 
contact with food.

(b) The solutions consist of one of the 
following, to which may be added com­
ponents generally recognized as safe and 
components which are permitted by prior 
sanction or approval.

(1) An aqueous solution containing 
potassium, sodium, or calcium hypo­
chlorite, with or without the bromides of 
potassium, sodium, or calcium.

(2) An aqueous solution containing 
dichloroisocyanuric acid, trichloroisocy- 
anuric acid, or the sodium or potassium 
salts of these acids, with or without the 
bromides of potassium, sodium, or 
calcium.

(3) An aqueous solution containing po­
tassium iodide, sodium p-toluenesulfon- 
chloroamide, and sodium lauryl sulfate.

(4) An aqueous solution containing 
iodine, butoxy monoether of mixed 
(ethylene-propylene) polyalkylene glycol 
having a cloudpoint of 90°-100° C in 0.5 
percent aqueous solution and an aver­
age molecular weight of 3,300, and ethyl­
ene glycol monobutyl ether. Addition­
ally, the aqueous solution may contain 
diethylene glycol monoethyl ether as an 
optional ingredient.

(5) An aqueous solution containing 
elemental iodine, hydriodic acid, a-(p- 
nonylphenyl) - omegra-hydroxypoly (oxy- 
ethylene) (complying with the identity 
prescribed in § 178.3400(c) and having a 
maximum average molecular weight of

748) and/or polyoxyethylene-polyoxy- 
propylene block polymers (having a min­
imum average molecular weight of 
1,900). Additionally, the aqueous solu­
tion may contain isopropyl alcohol as an 
optional ingredient.

(6) An aqueous solution containing 
elemental iodine, sodium iodide, sodium 
dioctylsulfosuccinate, and polyoxyethyl- 
ene-polyoxypropylene block polymers 
(having a minimum average molecular 
weight of 1,900).

(7) An "aqueous solution containing 
dodecylbenzenesulfonic acid, polyoxyeth- 
ylene-polyoxypropylene block polymers 
(having a minimum average molecular 
weight of 2,800). In addition to use on 
food-processing equipment and utensils, 
this solution may be used on glass bottles 
and other glass containers intended for 
holding milk.

(8) An aqueous solution containing 
elemental iodine, butoxy monoether of 
mixed (ethylene-propylene) polyalkylene 
glycol having a minimum average molec­
ular weight of 2,400 and a-lauroyl- 
omega-hydroxypoly (oxyethylene) with 
an average 8-9 moles of ethylene oxide 
and an average molecular weight of 400. 
In addition to use on food-processing 
equipment and utensils, this solution may 
be used on beverage containers, including 
milk containers or equipment. Rinse 
water treated with this solution can be 
recirculated as a preliminary rinse. It is 
not to be used as final rinse.

(9) An aqueous solution containing «- 
* alkyl (Cl*—-Cis) benzyldimethylammoni-
um chloride compounds having average 
molecular weights of 351-380 and con­
sisting principally of alkyl groups with 
12-16 carbon atoms with or without not 
over 1 percent each of groups with 8 and 
TO carbon atoms. Additionally, the aque­
ous solution may contain isopropyl al­
cohol as an optional ingredient.

(10) An aqueous solution containing 
trichloromelamine and either sodium 
lauryl sulfate or dodecylbenzenesulfonic 
acid. In addition to use on food-process­
ing equipment and utensils and other 
food-contact articles, this solution may 
be used on beverage containers except 
milk containers or equipment.

(11) An aqueous solution containing 
equal amounts of n-alkyl (C12-Cia) benzyl 
dimethyl ammonium chloride and n-  
alkyl (C12-C1») dimethyl ethylbenzyl am­
monium chloride (having an average 
molecular weight of 384). In addition to 
use on food-processing equipment and 
utensils, this solution^ may be used on 
food-contact surfaces in public eating 
places.

(12) An aqueous solution containing 
the sodium salt of sulfonated oleic acid, 
polyoxyethylene-polyoxypropylene block 
polymers (having an average molecular 
weight of 2,000 and 27 to 31 moles of 
polyoxypropylene). In addition to use on 
food-processing equipment and utensils, 
this solution may be used on glass bottles 
and other glass containers intended for 
holding milk. All equipment, utensils, 
glass bottles, and other glass containers 
treated with this sanitizing solution shall 
have a drainage period of 15 minutes 
prior to use in contact with food.
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(13) An aqueous solution containing 
elemental iodine and alkyl (C12-C15) 
monoether of mixed (ethylene-propyl­
ene) polyalkylene glycol, having a cloud- 
point of 70°-77eC in 1 percent aqueous 
solution and an average molecular weight 
of 807.

(14) An aqueous solution containing 
iodine, butoxy monoether of mixed (eth­
ylene-propylene) polyalkylene glycol, 
having a cloud-point of 90°-100°C in 0.5 
percent aqueous solution and an average 
molecular weight of 3,300, and polyoxy- 
ethylene-polyoxypropylene block poly­
mers (having a minimum average molec­
ular weight of 2,000).

(15) An aqueous s solution containing 
lithium hypochlorite.

(16) An aqueous solution containing 
equal amounts of n-alkyl (Ciz-Cis) benzyl 
dimethyl ammonium chloride and n- 
alkyl (C,r-C„) dimethyl ethylbenzyl am­
monium chloride (having average mo­
lecular weights of 377-384), with the 
optional adjuvant substances tetrasodi- 
um ethylenediaminetetraacetate and/or 
alpha- (p-nonylphenol) -omega-hydroxy- 
poly(oxyethylene) having an average 
poly(oxyethylene) content of 11 moles. 
In addition to use of food-processing 
equipment and utensils, this solution 
may be used on food-contact surfaces in 
public eating places.

(17) An aqueous solution containing
di-n-alkyl (Cs-C«) dimethyl ammonium
chlorides and isopropyl alcohol, having 
average molecular weights of 332-361. In 
addition to use on food-processing equip­
ment and utensils, this solution may be 
used on food-contact surfaces in public 
eating places.

(18) An aqueous solution containing 
n-alkyl (Cio-Cis) benzyldimethylammoni- 
um chloride, sodium metaborate, alpha- 
terpineol and aZp?ia[p-(l,l,3,3-tetra- 
methylbutyl) phenyl] - omega - hydroxy - 
poly (oxyethylene) produced with one 
mole of the phenol and 4 to 14 moles 
ethylene oxide.

(19) An aqueous solution containing 
sodium dichloroisocyanurate and tetra- 
sodium ethylenediaminetetraacetate. In 
addition to use on food-processing equip­
ment and utensils, this solution may be 
used on food-contact surfaces in public 
eating places.

(20) An aqueous solution containing 
ortfto-phenylphenol, orfZio-benzyl-para- 
chlorophenol, para-tertiaryamylphenol, 
sodium - alpha - alkyl (C12-C15) - omega- 
hydroxypoly(oxyethylene) sulfate with 
the poly (oxyethylene) content averaging 
one mole, potassium salts of coconut oil 
fatty acids, and isopropyl alcohol or hex­
ylene glycol.

(21) An aqueous solution containing 
sodium dodecylbenzenesulfonate. In ad­
dition to use on food-processing equip­
ment and utensils, this solution may be 
used on glass bottles and other glass 
containers intended for holding milk.

(c) The solutions identified in para­
graph (b) of this section will not exceed 
the following concentrations:

(1) Solutions identified in paragraph 
(b)(1) of this section will provide not

more than 200 parts per million of avail­
able halogen determined as available 
chlorine.

(2) Solutions identified in paragraph 
(b)(2) of this section will provide not 
more than 100 parts per million of avail­
able halogen determined as available 
chlorine.

(3) Solution identified in paragraph 
(b) (3) of this section will provide not 
more than 25 parts per million of titrat- 
able iodine. The solutions will contain 
the components potassium iodide, sodium 
p-toluenesulfonchloramide, and sodium 
lauryl sulfate at a level not in excess of 
the minimum required to produce their 
intended functional effect.

(4) Solutions identified in paragraph
(b) (4), (5), (6), (8), (13), and (14) of 
this section will contain iodine to provide 
not m9re than 25 parts per million of 
titratable iodine. The adjuvants used 
with the iodine will not be in excess of 
the minimum amounts required to ac­
complish the intended technical effect.

(5) Solutions identified in paragraph 
(b) (7) of this section will provide not 
more than 400 parts per million of dodec- 
ylbenzenesulfonic acid and not more: 
than 80 parts per million of polyoxy- 
ethylene-polyoxypropylene block poly­
mers (having a minimum average molec­
ular weight of 2,800).

(6) Solutions identified in paragraph 
(b) (9) of this section shall provide when 
ready to use no more than 200 parts 
per million of the active quaternary 
compound.

(7) Solutions identified in paragraph 
(b) (10) of this section shall provide not 
more than sufficient trichloromelamine 
to produce 200 parts per million of avail­
able chlorine and either sodium lauryl 
sulfate a t a level not in excess of the 
minimum required to produce its in­
tended functional effect or not more than 
400 parts per million of dodecylbenzene- 
sulfonic acid.

(8) Solutions identified in paragraph 
(b) (11) of this section shall provide, 
when ready to use, no more than 200 
parts per million of active quaternary 
compound.

(9) The solution identified in para­
graph (b) (12) of this section shall pro­
vide not more than 200 parts per million 
of sulfonated oleic acid, sodium salt.

(10) Solutions identified in paragraph 
(b) (15) of this section will provide not

more than 200 parts per million of avail­
able chlorine and not-more than 30 ppm 
lithium.

(11) Solutions identified in paragraph 
(b) (16) of this section shall provide not 
more than 200 parts per million of active 
quaternary compound.

(12) Solutions identified in paragraph 
(b) (17) of this section shall provide, 
when ready to use, a level of 150 parts 
per million of the active quaternary 
compound.

(13) Solution identified in paragraph 
(b) (18) of this section shall provide not 
more than 200 parts per million of active 
quaternary compound and not more than 
66 parts per million of alphalp-i 1,1,3,3- 
tetramethylbutyl) phenyl] - omega - hy­
droxy poly (oxy ethylene).

(14) Solutions identified in paragraph 
(b) (19) of this section shall provide, 
when ready to use, a level of 100 parts 
per million of available chlorine.

(15) Solutions identified in paragraph 
(b) (20) of this section are for single use 
applications only and shall provide, when 
ready to use, a level of 800 parts per 
million of total active phenols consisting 
of 400 parts per million orfJto-phenyl- 
phenol, 320 parts per million ortho-ben- 
zyl-para-chlorophenol and 80' parts per 
million para-tertiaryamylphenol.

(16) Solution identified in paragraph 
(b) (21) of this section shall provide not 
more than 430 parts per million and not 
less than 25 parts per million of sodium 
dodecylbenzenesulfonate.

(d) Sanitizing agents for use in ac­
cordance with this section will bear la­
beling meeting the requirements of the 
Federal Insecticide, Fungicide, and Ro- 
denticide Act.

Subpart C— Antioxidants and Stabilizers
§ 178.2010 Antioxidants and/or stabi­

lizers for polymers.
The substances listed in paragraph (b) 

of this section may be safely used as 
antioxidants and/or stabilizers in poly­
mers used in the manufacture of articles 
or components of articles intended for 
use in producing, manufacturing, pack­
ing, processing, preparing, treating, 
packaging, transporting, or holding food, 
subject to the provisions of this section:

(a) The quantity used shall not ex­
ceed the amount reasonably required to 
accomplish the intended technical effect..

(b) List of substances:

Substances Lim itations

7V-n-Alkyl-.1V'- (carboxymethyl) -N .N '-  trimethylenediglycine; the alkyl group is even numbered in the range 
C m- Cisand the nitrogen content is in thè range 5.4-5.6 weight percent.

p-ferf-Amylphenolformaldehyde resins produced when one mole of p-ferf- amylphenol is made to react under acid conditions with one mole of formaldehyde.
2,6-Bis(l-methylheptadecyl)-p-cresol...

F L 'as 'component of nonfood articles complying with §§ 175.105 and 
177.2600 of this chapter. , . . , _,Kfw.r2. At levels not to exceed 1.35 percent by weight of natural niDoer, butadiene-acrylonitrile, butadiene-acrylonitrile-styrene, anci ouia diene-styrene polymers that are used in contact with nonaiconono food at temperatures not to exceed room temperature and tnax are employed in closure-sealing gaskets complying with § l/7.î io oi 
this chapter or in coatings complying with §175.300,§ 175.320 of this chapter. The average thickness of such coatings an
closure-sealing gaskets shall not exceed 0.004 r„q;n<.

For use only at levels not to exceed 2.1% by weight of polyamide
1. Derived from dimerized vegetable oil acids (containing not more than

20%  of monomer acids) and ethylenediamine. mnnd
2. Used in compliance with regulations in Parts 174, l i o , 176,17/,

§ 179.45 of this chapter. . . . „nivmersFor use only at levels not exceeding 0.3 percent by weight of olen po ym ■ 
complying with § 177.1520(c) of this chapter items U.2.3, 3.1, 3.2, 3.3, or 4. The average thickness of such P°broersL1”o ̂percent in which they contact fatty food or food containing more than » p

o I o a Vi  a ! e b n l l  n r t t  f t  Of)A 1 T*1 P.Vl.
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Substances

1,3-Butanediol..................Butylated, styrenated cresols produced when equal moles of isobutylene, sty­rene,and a metacresol-paracresol mix­ture having a no more than 3° C distillation range including 202° C are made to react so that the final product meets the following specifications: Not less than 95 pet by weight of total alkylated phenols consisting of 13-25 pet by weight of butylated m- and p- cresols, 26-38 pet by weight of styre­nated m- and p-cresols, 37-49 pet by weight of butylated styrenated m- and p-eresols; and not more than 10 pet by weight total of alkylated xyle- nols, alkylated o-cresol, alkylated phenol, and alkylated ethylphenol; acidity not more than 0.003 pet; and refractive index at 25° C of 1.5550- 1.5650, as determined by ASTM Method D  1218-61.
2-tert - Butyl - a(3 - tert - butyl - 4 - hydroxy- phenyl) - p - cumenyl bis(p - nonyl- phenyl) phosphite; the nonyl group is a propylene trimer isomer and the phosphorus content is in the range 3.8-4.0 weight percent.

2 - (3'- tert - Butyl - 2'- hydroxy - 5'- metbyl- 
phenyl)-5-chlorobenZotriazole with a melting point of 137-141° C.

4,4'-Butylidenebis(6-fert-butyl-wi-cresol)

Calcium benzoate............ ............ . . .
Calcium myristate............................
Calcium ricinoleate............ ........ . . . . .
Calcium stearate. ................... .........
Cupric acetate and lithium iodide.-l...

Cuprous iodide.

Cuprous iodide and cuprous bromide..

Cyanoguanidine.................
Cyclic neopentanetetrayl bis(octadecyl phosphite); the phosphorus content is in the. range of 7.8-8.2 weight per­cent.

4,4'-Cyclohexylidenebis(2-cyclohexyl-phenol).

Dicetyl thiodipropionate having' a melting point of 59°-62° C. as deter­mined by AST M  Method E-324 and a saponification value in the range Del­ias as determined by AS T M  Method P  -1962. *
Dimyristyl thiodipropionate having a melting point of 48°-50° C. as deter­mined by AS T M  Method E-324 and a saponification equivalent in the range 280-290 as determined by ASTM Method D-1962.

L im ita tio n s

For use only:1. As provided in §§ 175.105 and 177.2600 of this chapter.2. At levels not to exceed 0.5 percent by weight of polystyrene, rubber-modified polystyrene, or olefin polymers complying with.§ 177.1520 (c) of this chapter, items 1.1,1.2,1.3, 2.1, 2.2, 2.3, 3.1, 3.2, 3.3, or 4, or complying with other sections in this Parts 174, 175,176, 177, 178 and § 179.45 of this chapter, used in articles that contact food only under the conditions described in § 170.170 (c) of this chapter, table 2, undert conditions of use C through G.

For use only:
1. AS components of nonfood articles complying with §§ 175.105 and177.2600 of this chapter.
2. At levels not to exceed 1.35 percent by weight of natural rubber,butadiene-acrylonitrile, butadiene-acrylonitrile-styrene, and buta­diene-styrene polymers that are used in contact with nonalcoholic food at temperatures not to exceed room temperature and that are employed in closure-sealing gaskets complying with § 177.1210 of this chapter or in coatings complying with § 175.300, § 175.320, or § 176.170 of this chapter. The average thickness of such coatings and closure-sealing gaskets shall not exceed 0.004 inch;For use only at levels not to exceed 0.5 percent by weight of olefin polymers complying with § 177.1520(c) of this chapter, provided that the finished polymer contacts foods only of the types identified in categories I, II, IV-B, VI-A and B, VII-B, and VIII in table 1, § 176.170 of this chapter. For use only.
1. As provided in §§ 175.105 and 177.2600 of this chapter.2. At levels not to exceed 0.5% by weight of polypropylene complyingwith § 177.1520 of this chapter and for use at levels not to exceed 0.3% by weight of polyethylene complying with § 177.1520 of this chapter, provided that the finished polypropylene and polyethylene contact food only of the types identified in § 176.170(c) of this chapter, table 1, under categories I, II, VI-B, and VIII.

For pse only at levels not to exceed 1 pet by weight of polyoxymethylene copolymer as provided in § 177.2470(b)(1) of this chapter.
For use at levels not exceeding 0.025 pet cupric acetate and 0.065 pet lithium iodide by weight of nylon 66 resins complying with § 177.1500 of this chapter; the finished resins are used or aré intended to be used to contain foods during oven baking or oven cooking at temperatures above 250° F. The average thickness of such resins in the form in which they contact food shall not exceed 0.0012 inch.For use at levels not exceeding 0.01. percent cuprous iodide by weight of nylon 66T resins complying with § 177.1500 of this chapter; the finished resins are used or are intended to be used to contain foods during oven baking or oven cooking at temperatures above 250° F. The average thickness of such resins in the form in which they contact food shall not exceed 0.001 inch.For use at levels not exceeding 0.0025 percent cuprous iodide and 0.0175 percent cuprous bromide by weight of nylon 66 resins complying with § 177.1500 of this chapter; the finished resins are used or are intended tn be used to contain foods during oven baking or oven cooking at tempera­tures above 250° F. The average thickness of such resins in the form in which they contact food shall not exceed 0.0015 inch.For use only at levels not to exceed 1 pet by weight of polyoxymethylene copolymer as provided in § 177.2470(b)(1) of this chapter.For use only:
1. At levels not to exceed 0.25 percent by weight of olefin polymerscomplying with § 177.1520(c) of this chapter, items 1.1, 2.1, and 3.1.2. At levels not to exceed 0.25 percent by weight of olefin polymerscomplying with § 177.1520(c) of this chapter, item 2.2, that contact food Types, I, II, VI-A, VII-B, and VIII described in table 1 of § 176.170(c) of this chapter under conditions of use B (for boil-in-bag applications), C, D, E, F, G, and H  described in table 2 of § 176.170(c) of this chapter.3. At levels not to exceed 0.15 pet by weight of olefin polymers complyingwith §177.1520, items 1.1 and 3.2, that contact food Types I, II, VI-A, VII-B, and VIII described in table 1 of § 176.170(c) of this chapter under conditions of use B (for boil-in-bag applications), C, D, E, F, G, and H  described in table 2 of § 176.170(c) of this chapter.4. At levels not to exceed 0.20 percent by weight of polystyrene and/orrubber modified polystyrene complying with § 177.1640 of this chapter that contact food under conditions of use E, F, and G described in table 2 of § 176.170(c) of this chapter.For use only at levels not to exceed 0.1 percent by weight of olefin polymers complying with § 177.1520(c) of this chapter, items 1.1, 1.2, 1.3, 2.1, 2.2, 2.3, 3.1, 3.2, 3.3, or 4: Provided, That the finished polymers contact food only of the types identified in § 176.170(c) of this chapter, table 1, unders categories I, II, IV-B, VI, VII-B, and VIII.The concentration of this additive and any'other permitted antioxidants in the finished food-contact article shall not exceed a total of 0.5 milligram per square inch of food-contact surface.

Finished food-contact articles containing this additive shall meet the extractives limitations prescribed in § 176.170(c) of this chapter.
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Substances Lim ita tion s

2V,AT'-Diphenylthiourea

2,6-Di-ferf-butyl-4-ethylphenol.

Hydrogenated 4,4'-isopropylidene- diphenolphosphite ester resins pro­duced by the condensation of 1 mole of triphenyl phosphite and 1.5 moles of hydrogenated 4,4'-isopropylidene- diphenol such that the finished resins have a molecular weight in the range of 2,400-3,000, a phosphorous content of 6.5-6.!) percent, and contain no more than 2.2 percent by weight of residual 
free phenol.

2 - Hydroxy -4-isooctoxy-benzophenone. Chemical Abstracts (CA) name: Methanone, [2-hxdroxy-4-(isooctyl- oxy) phenyl]phenyl; CA Registry No.: 33059-05-1.
2(2'-Hydroxy -5'-methylphenyl) benzo- triazole meeting the following specifi­cation: Melting point 126°-132° C.

2-Hydroxy-l-n-octoxy-benzophenope. . .

4,4'-Isopropylidenediphcnol alkyKlCu- 
C 1 5 )  phosphites; the phosphorus con­tent is in the range of 5.2-5,6 weight 
percent.

Magnesium salicylate........... —

2,2'-Methylenebis (6-fcrf-butyl-4-ethyl- 
phenol).

4,4'-Methylenebis (2,6-di-ierf-butyl- 
phenol).

2,2'-Methylehebis (4-methyl-6-icrf-butyl- 
phenol).

For use only: ' . , , , . , .,1. At levels not to exceed 0.5 percent by weight of polyvinyl chloride and/or vinyl chloride copolymers complying with § 177.1980 of this
2. At levels not to exceed 0.5 pet by weight of vinyl chloride-vinyl acetate copolymers containing not more than 20 moiar pet of vinyl acetate. 

For use only in contact with nonalcoholic foods:1. At levels-not exceeding 0.04 mg/in- of food contact surface and notexceeding 0.1 pet by weight in ethylene polymers and copolymers complying with § 177.1520(c) of this chapter, items 2.1, 2.2, 2.3, 3.1, 3.2, and 3.3; § 177.1350 of this chapter. The average thickness of such polymers and copolymers in the form in which they contact food 
shall not exceed 0.0025 in.2. At levels not exceeding 0.04 mg/in2 of food contact surface in ethylenepolymers and copolymers complying with § 177.1520(c) of this chapter, items 2.1, 2.2, 2.3, 3.1, 3.2, and 3.3; § 177.1340; and § 177.1350 of this chapter. The average thickness of such polymers and copoly­mers in the form in which they contact food shall be greater than 0.0025 in but shall not exceed 0.025 in.For use only at levels not to exceed 0.55 percent by weight of vinyl chloride copolymers complying with § 177.1980 of this chapter and/or polyvinyl chloride when such vinyl chloride homo-and/or copolymers are used in the manufacture of rigid vinyl chloride plastic bottles intended for con­tact with edible oils (including edible oil in simple mixture or emulsion form), all types of dressings for salads, and food of types VIII and IX de­scribed in table 1 of § 176.170(c) of this chapter. The finished food-contact article containing this stabilizer, when extracted with, distilled water at 135° F for 1 week (168 hours), using a volume-to-surface ratio of 5 milli­liters per square inch of surface tested, shall yield extracted phenol not to exceed 0.008 milligram per square inch of food-contact surface and shall yield extracted organophosphates (total phosphates minus inorganic phosphates) not to exceed 0.0001 milligram per square inch of food-contact

For use only at levels not to exceed 0.5 pet by weight of olefin copolymers complying with § 177.1520(c) of this chapter: Items 1.1, 1.2, 1.3, 2.1, 2.2 , 2.3, 3.1, 3.2, 3.3 or 4: Provided, That the finished polymer contacts food only of the types identified in § 176.170(c) of this chapter, table 1, under categories I, VII-B and VIII under conditions of use E, F, and G described in table 2 of § 176.170(c) of this chapter.
For use only:. -1. As component of nonfood articles complying with § 177.1010 of this

chapter. - ,2. At levels not to exceed 0.25 percent by weight of rigid polyvinylchloride and/or rigid vinyl chloride copolymers complying with
§ 177.1980 of this chapter.3. In polystyrene that complies with § 177.1640 of this chapter and thatis limited to use in contact with dry food of type VIII described in 
table 1 of § 176.170(c) of this chapter.4. At levels not to exceed 0.25 percent by weight of polystyrene and/orrubber-modified polystyrene polymers complying with § 177.1640 of this chapter intended to contact nonalcoholic food: Provided, That the finished basic rubber-modified polystyrene polymers in contact with fatty foods shall contain not less than 90 weight percent of total polymer units derived from styrene monomer.For use only at levels not to exceed 0.5 percent by weight of olefin polymers complying with § 177.1520(c) of this chapter, items 1.1, 1.2, 1.3, 2.1, 2.2, 2.3, 3.1, 3.2, 3.3, or 4: Provided, That the finished polymer contacts food only of the types identified in § 176.170(c) of this chapter, table 1, under categories I, .IV-B, VII-B, and VIII, and under the conditions of use B through H  described in table 2 of § 176.170(e) of this chapter.For use only at levels not exceeding 1.0 percent by weight in rigid polyvinyl chloride and/or rigid vinyl chloride copolymers complying with §§ 177.- 1950, 177.1970 or 177.1980 of this chapter, and used in contact with food, except milk, only under the conditions described in § 176.170(c) of this chapter, table 2, under conditions of use D through G.For use only in rigid polyvinyl chloride and/or in rigid vinyl chloride co­polymers complying with § 177.1980 of this chapter: Provided, That total salicylates (calculated as the acid) do not exceed 0.3 percent by weight 

of such polymers.For use only:
1. In acrylonitrile-butadiene-styrene copolymers at levels not to exceed0. 6 percent by weight of the copolymer.2. In semirigid and rigid acrylic and modified acrylic plastics complyingwith § 177.1010 of this chapter at levels not to exceed 0.1 pet by weight 

of the plastic.For use only:1. As provided in § 175.105 of this chapter.2. At levels not to exceed 0.25 percent by weight of petroleum hydro­carbon resins used in compliance with regulations in Parts 174, 175, 176,177, 178 and § 179.45 of this chapter.3. At levels not to exceed 0.25 pet by weight of terpene resins used in
compliance with regulations in Parts 174, 175, 176, 177, 178 and 
§ 179.45 of this chapter.4. At levels not to exceed 0.5 percent by weight of polyethylene comply­ing with § 177.1520 of this chapter: Provided, That the polyethylene end product contacts foods only of the types identified in categories1, II, IV-B, VI, VII-B, and VHI in table 1, § 176.170(c) of this 
chapter.5. At levels not to exceed 0.5 percent by weight of polybutadiene usedin rubber articles complying with § 177.2600 of this chapter: Provided, That the rubber end product contacts foods only of the types identified in categories I, II, IV-B, VI, VII-B, and VIII in table 1, § 176.170(c) of this chapter.For use only: ' • ... '1. At levels not to exceed 0.1 pet by weight of olefin polymers complyingwith sec. 177.1520(c) of this chapter, items 1.1, 1.2, 1.3, 2.1, 2.2, 2.3, 3.1, 3.2, 3.3, or 4 used in articles that contact food of the types iden­tified in see. 176.170(c) of this chapter, table 1, under categories I, 
II, IV-B, VI, VII-B, and VIII.2. At levels not to exceed 1 pet by weight of polyoxymethylene copolymeras provided in sec. 177.2470(b) (1) of this chapter.3. At levels not to exceed 0.5 pet by weight of polyoxymethylene homo­polymer as provided in § 177.2480(b)(1) of this chapter.
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Subttanees Lim ita tion s

2,2,-Methylenebis[6-(l-methylcyclo-hexylj-p-cresol].

2,2'-Methylenebis(4-methyl-6-nonlyphe- nol) and 2,6-bis(2-hydroxy-3-nonyl-5- methyl-benzyl) -p-cresol mixtures (varying proportions). ■Nylon 66/610/6 terpolymer. (see § 177.- 1500 of this chapter tor identification). Octadecyl 3,5-di-feri1 butyM-hydroxy- hydrocinnamate.

Pentaerythritol and its stearate ester__

Poly (1,4 - eyclohexylenedimethylene - 3,3'-thiodipropionate) partially termi­
nated with stearyl alcohol and pro­duced when' approximately equal moles of 1,4-cyclohexanedimethanol and 3,3'-thiodipropionic acid are made to react in the presence of stearyl al­cohol so that the final product has an average molecular weight in the range of 1,800-2,200, as determined by vapor pressure osmometry, and has a maxi­m u m  acid value of 2.5.Poly[(l,3 - dibutyldistannthianediyli- dene) - 1,3-dithio] having the formula [CgHuSnjSaJn (where n averages 1.5-2) and produced so as to meet the follow­ing specifications: Softening point, 130-145° C; volatile components at 150° C, less than 1.0 percent; sulphur (sulfide) content in the range 20.5- 22.0 percent; tin content in the range 52.0-53.2 percent.Potassium bromide and either cupric acetate or cupric carbonate.

Tetrakis[methylene (3,5 - di-ferf-butyl- 4-hydroxyhydrocinnamate)] methane.

4,4-Thiobis (6-f ert-butyl-m-cresol)

For use only:,1. As provided in § 177.1210 of this chapter.
2. At levels not to exceed 0.2 pet by weight of polyethylene complyingwith § 177.1520 of this chapter: Provided, That the finished poly­ethylene contacts foods only of the type identified in § 176.170(c) of this chapter, table 1, under categories I, II, VI-B, and VIII.3. In polyethylene complying with § 177.1520 of this chapter: Provided,That the finished polyethylene contacts foods only of the types iden­tified in § 176.170(c) of this chapter, table I, under categories III, IV, V, VT-A, VII, and IX, and only at temperatures not to exceed room temperature: A n d  fu rth er provided, That percentage concen­tration of the antioxidant in the polyethylene, when mulitplied by the thickness in inches of the finished polyethylehe, shall not be greater, than 0.0005.For use only in acrylonitrile-butadiche-styrene copolymers used in contact with nonalcoholic foods.

For use only at levels not to exceed 1.5 percent by weight of polyoiymethy- lene homopolymer as provided in § 177.2480(b)(1) of this chapter.. For use only.1. At levels not exceeding 0.25 percent by weight of olefin polymerscomplying with § 177.1520(c) of this chapter, items 1.1,1.2,1.3, 2.1,2.2, 2.3, 3.1, 3.2, 3.3, or 4. When such polymers are used in contact with fatty food, the percentage concentration of the antioxidant and/or stabilizer multiplied by the thickness in inches of the finished olefin polymer shall not exceed a'factor of 0.0025, except that con­centrations of 0.05 percent or less may be used without limitation on thickness.2. As provided in §§ 175.105 and 177.1010(a)(5) of this chapter.3. At levels not exceeding 0.25 percent by weight of polystyrene and/orrubber-modified polystyrene polymers complying with § 177.1640 of this chapter, except that the finished basic rubber-modified polystyrene polymers in contact with fatty foods shall contain not less than 85 weight percent of total polymer units derived from styrene monomer.4. At levels not to exceed 0.5 percent by weight of acrylonitrile-butadiene- ___styrene copolymers used in accordance with prior sanction or regulations in Parts 174,175,176,177,178 and § 179.45 of this chapter.5. At levels not exceeding 0.25 percent by weight Of olefin copolymers
complying with 177.1520(c) of this chapter, items 3.4 
and 3.5 : Provided, That the finished polymer contacts 
nonfatty foods only of the types identified in § 176.- 
170(c)1 of this chapter, table 1, under categories I, II,
IV—B, VI, VII—B, and VIII.For use only in rigid polyvinyl chloride and/or in rigid vinyl chloride copolymers complying with §177.1980 of this chapter: Provided, That the total amount of pentaerythritol and/or pentaerythritol stearate (calculated as free pentaerythritol) does not exceed 0.4 percent by weight of such polymers.For use only: ,

1. In polypropylene complying with § 177.1520(c) of this chapter, item 1.1, and used in contact with nonfatty, nonalcoholic food.2. At levels not to exceed 0.5 percent by weight of polypropylene com­plying with § 177.1520(c) of this chapter, item 1,1, and used in contact with fatty, nonalcoholic food. The average thickness of such polymers in the form in which they contact fatty nonalcoholic food shall not exceed 0.005 inch.

For use only at levels not to exceed 0.2 pet by weight in polyvinyl chloride resin where such resin constitutes not less than 98.7 pet of a finished semirigid or rigid polyvinyl chloride food-contact surface, provided that the finished food-contact article is employed only to package meat, cheese, and food types I, VIII, and IX as described in table 1 of § 176.- 170(c) of this chapter. The finished food-contact article containing this stabilizer, when extracted with refined cottonseed, oil at 120° F. for 48 hours, using a volume-to-surface ratio of 2 milliliters per square inch of surface tested, shall yield tin (Sn) not to exceed 0.0005 milligram' per square inch of food-contact surface.For use at levels not exceeding 0.18 pet potassium bromide and 0.005 pet copper as cupric acetate or cupric carbonate by weight of nylon 68 resins complying with § 177.1500 of this chapter; the finished resins are used or are intended to be used to contain foods during oven baking or oven cooking at temperatures above 250° F. The average thickness of such resihs in the form in which they contact food shall not exceed 0.0015 inch.For use only:
1. At levels not to exceed 0.5 pet by weight of olefin polymers complyingwith § 177.1520(c) of this chapter, items 1.1,1.2,1.3, 2.1, 2.2, 2.3, 3.1, 3.2, 3.3, or 4.
2. At levels not to exceed 0.05 pet by weight of ethylene-methacrylicacid copolymers complying with § 177.1330 of this chapter and ethylene-acrylic acid copolymers complying with § 177.1310 of this chapter. The average thickness of such copolymers in the form in which they contact food shall not exceed 0.005 inch.3. At levels not to exceed 0.5 pet by weight of the following polymerswhen used in articles that contact nonalcoholic food: polystyrene and rubber-modified polystyrene complying with § 177.1640 of this chapter; ethylene-acrylic acid copolymers complying with § 177.1310 of this chapter; ethylene-vinyl acetate copolymers complying with § 177.1350 of this chapter; ethylene-methacrylic acid copolymers, ethylene-methacrylic acid-vinyl acetate copolymers and their partial salts complying with § 177.1330 of this chapter; isobutylene polymers complying with § 177.1420 of this chapter; and styrene butadiene copolypiers used in compliance with regulations in Parts 174,175,176, 177,178 and § 179.45 of this chapter.4. At levels not to exceed 1 pet by weight of polyoxymethylene copolymeras provided in sec. 177.2470(b)(1) of this chapter.5. At levels not to exceed 0.5 pet by weight of polyoxymethylene homo­polymer as provided in § 177.2480(b)(1) of this chapter.For use only:
1. As provided in §§ 175.105 and 177.2600 of this chapter.2. At levels not to exceed 0.25% by weight of polyethylene complyingwith § 177.1520 of this chapter: Provided, That the specific gravity of the polyethylene is not less than 0.926: A n d  fu rther provided, That the finished polyethylene contacts food only of the types identified in § 176.170(c) of this chapter, table 1, under categories I, II, VI-B, and VIII.
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Subttance*

Thiodipropionic acid----------l,3,5-Trimethyl-2,4,6-tris(3,5-di-£erí-butyl-4-hydroxybenzyl)benzene.

Tri (mixed mono- and dinonylphenyl) phosphite (which may contain not more than 1% t>y weight of triiso- propanolamine).1,3,5-Tris (3,5 - di-feri-butyl - 4 - hydroxy- benzy 1) -s-triazine-2,4,6 (1 H ,3 H ,5 H ) tri- 
one.

Lim itation*

For use only: . . ,, , , _1. At levels not to exceed 0.5 pet by weight oi polymers except nylonresins identified in § 177.1500 of this chapter.2. At levels not to exceed 1 pet by weight of nylon resins identified in
§ 177.1500 of this chapter.

1,3,5 - Tris(3,5 - di - tert - butyl - 4 - hy- droxyhydrocinnamoyl)hexahydro-i- 
triazine.

Tris (2 - methyl - 4 - hydroxy - 5 - tert - butylphenyl) butane.

For use only: ■
1. At levels not to exceed 0.25 pet by weight of polypropylene complying with § 177.1520 of this chapter.2. In polyethylene complying with § 177.1520 of this chapter:(a) At levels not to exceed 0.1 weight pet.(b) At levels not to exceed 0.5 weight pet in contact with nonfatty 

food.3. At levels not to exceed 0.5 pet by weight of ethylene-propylene-5- ethylidine-2-norbomene terpolymers complying with §177.1520 of this chapter. The maximum thickness of such polymers in the form in which they contact food shall not exceed 0.005 inch.
For use only in.contact with nonfatty foods:1. At levels not to exceed 0.25 percent by weight of polypropylene complying with § 177.1520 of this chapter.2. At levels not to exceed 0.1 percent by weight of polyethylene comply­ing with § 177.1520 of this chapter.3. At levels not to exceed 0.5 percent by weight of ethylene-propylene-5- ethylidine-2-norbornene terpolymers complying with § 177.1520 of this chapter. The maximum thickness of such polymers in the form in which they contact food shall not exceed O.005 inch.
For use only: . . . . . .  .1. At levels not to exceed 0.25 percent by weight of polymers used as provided in § 176.180 of this chapter.

2. At levels not to exceed 0.25 percent by weight of the following poly­mers when used in articles that contact food of types I, II, Iv-B, VI-B, VII-B, and VIII described in table 1 of § 176.170(c) of this chapter: Olefin polymers complying with § 177.1520(c) of this chapter, items 1.1,1.2,1.3,2.1,2.2,2.3,3.1,3.2,3.3, or 4 or complying with other sections in Parts 174, 175, 176, 177, 178 and § 179.45 of this chapter: vinyl chloride polymers; and/or vinyl chloride copolymers complying with § 177.1980 of this chapter.
3. At levels not to exceed 0.1 percent by weight of the following polymers when used in articles that contact food of types III, IV-A, V , VI-A, VI-C, VH-A, and IX described in table 1 of § 176.170(c) of this chapter: Olefin polymers complying with § 177.1520(c) of this chap­ter, items 1.1,1.2,1.3, 2.1,2.2,2.3,3.1,3.2,3.3, or 4 or complying with other sections in Parts 174, 175, 176, 177, 178 and § 179.45 of this chapter; vinyl chloride polymers; and/or vinyl chloride copolymers complying with § 177.1980 of this chapter.4. As provided in § 175.105 of this chapter.5. At levels not to exceed 0.2 percent by weight of polystyrene and/ormodified polystyrene polymers identified in § 177.1640 of this 

chapter. ,, - .6. At levels not to exceed 0.25 percent by weight of acrylonitrile-buta- diene-styrene copolymers used in contact with nonalcoholic foods-
For use only at levels not to exceed 0.2 percent by weight of isobutylene- isoprene copolymyers complying with § 177.1420 of this chapter: P ro ­

vided, That the finished copolymers contact food only of the types identi­
fied in § 176.170(c) of this chapter, table 1, under types V, VII, VIII, and 
IX.

Zincpalmitate.-......... 1------- ------------ , j.Zinc salicylate..... ...... ...... For use only in rigid polyvinyl chloride and/or in rigid vinyl chloride
copolymers complying with § 177.1980 of this chapter: Provided, That 
total salicylates (calculated as the acid) do not exceed 0.3 percent by 
weight of such polymers.

Zinc stearate....-......-.... -

Zinc dibutyldithiocarbamate.

§ 178.2550 4-Hydroxymetliyl-2,6-di-ferf- 
butylphenol.

4 - Hydroxymethyl - 2,6 - di - tert - butyl- 
phenol may be safely used as an anti­
oxidant in articles intended for use in 
contact with food, in accordance with 
the following prescribed conditions:

(a) The additive has a solidification 
point of 140°-141° C.

(b) The concentration of the additive 
and any other permitted antioxidants in 
the finished food-contact article does not 
exceed a total of 0.5 milligram per square 
inch of food-contact surface.
§ 178.2650 Octyltin stabilizers m vinyl 

chloride plastics.
The octyltin chemicals identified in 

paragraph (a) of this section may be 
safely used alone or in combination, at 
levels not to exceed a total of 3 parts per 
hundred of resin, as stabilizers in poly­
vinyl chloride and vinyl chloride copoly­
mers complying with the provisions of 
§ 177.1950 or § 177.1980 of this chapter

and that are intended for use in contact 
with food of types I, H, HI, IV (except 
liquid milk), V, VI (except malt bever­
ages and carbonated nonalcoholic bev­
erages), VII, VIII, and IX described in 
table 1 of § 176.170(c) of this chapter, 
in accordance with the following pre­
scribed conditions:

(a) For the purpose of this section, 
the octyltin chemicals are those identi­
fied in paragraphs (a) (1) and (2) of 
this section.

(1) Di(n - octyl) tin S,S'-bis(isooctyl- 
mercaptoacetate) is an octyltin chemical 
having 15.1 to 16.4 percent by weight of 
tin (Sn) and having 8.1 to 8.9 percent 
by weight of mercapto sulfur. I t is made 
from (di(re-octyl)tin dichloride or di (re- 
octyl) tin oxide. The isooctyl radical in 
the mercaptoacetate is derived from oxo 
process isooctyl alcohol. Di (re-octyl) tin 
dichloride has an organotin composition 
that is not less than 95 percent by weight 
di (re-octyl) tin dichloride, not more than 
5 percent by weight total of re-octyltin 
trichloride and/or tri(re-octyl)tin chlo­

ride and/or higher (more than eight (8) 
carbon) alkyl tin chlorides, not more 
than 0.2 percent by weight total of other 
eight (8) carbon isomeric alkyltin deriva­
tives, and not more than 0.1 percent by 
weight lower (less than eight (8) car­
bon) homologous alkyltin derivatives. 
Di(re-octyl)tin oxide has an organotin 
composition that is not less than 95 per­
cent by weight di (re-octyl) tin oxide, not 
more than 5 percent by weight of bis 
[tri(re-octyl) tin] oxide, and/or mono re- 
octyltin oxide, and/or higher (more than 
eight (8) carbon) alkyltin oxides, not 
more than 0;2 percent by weight of iso­
meric-octyltin oxides, and not more than 
0.1 percent by weight of lower (less than 
eight (8) carbon) alkyltin oxides.

(2) Di (re-octyl) tin maleate polymer is 
an octyltin chemical having the formula 
[ (CsH^) sSnCJ^OJn (where n is between 
2 and 4 inclusive), having 25.2 to 26.6 
percent by weight of tin (Sn) and hav­
ing a saponification number of 225 to 
255. It is made from di(w-octyl) tin di­
chloride or di (re-octyl) tin oxide meeting 
the specifications prescribed for di (re­
octyl) tin dichloride or di(re-octyl) tin 
oxide in paragraph (a) (1) of this sec­
tion.

(b) The vinyl chloride plastic contain­
ers, film or panels in the finished form 
in which they are to contact food, shall 
meet the following limitations:

(1) The finished, plastics intended for 
contact with foods of the types listed 
in this section shall be extracted with 
the solvent or solvents characterizing 
those types of foods as determined from 
table 2 of § 176.170(c) of this chapter at 
the temperature reflecting the condi­
tions of intended use as determined 
therein. Additionally, extraction tests 
for acidic foods shall be included and 
simulated by 3-percent acetic acid at 
temperatures specified for water in table 
2 of § 176.170(c) of this chapter. The ex­
traction tests shall cover at least three 
equilibrium periodic determinations, as 
follows:

(1) The exposure time for the first de­
termination shall be at least 72 hours for 
aqueous solvents, and at least 6 hours 
for heptane.

(ii) Subsequent determinations shall 
be at a minimum of 24-hour intervals for 
aqueous solvents, and 2-hour intervals 
for heptane. These tests shall yield di(re- 
octyl) tin S.S' -bis (isooctylmercaptoace- 
tate) or di(re-octyl) tin maleate polymer 
or any combination thereof not to exceed 
0.5 part per million as determined by an 
analytical method available upon request 
from the Commissioner of Food and 
Drugs.

(2) In lieu of the tests prescribed in 
paragraph (b) (1) of this section, the fin­
ished plastics intended for contact with 
foods only of types II, V, VI-A (except 
malt beverages), and VI-C may be end- 
tested with food-simulating solvents, 
under conditions of time and tempera­
ture, as specified below, whereby such 
tests shall yield the octyltin residues 
cited in paragraph (b) (1) of this section 
not in excess of 0.5 ppm:
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Food-simulatingsolvent Time(hours)
Tempera­ture(degreesFahren­heit)

Type II___. Acetic acid, 3 pet__ 48 ' 135
Type V ___ . Heptane.. _______ 2 100
Type VI-A-.. Ethyl alcohol, 8 pet. 24 120
Type VI-C... Ethyl alcohol, 50 pet. 24 120

L is t  o f substances

Subpart D— Certain Adjuvants and 
Production Aids

§ 178.3010 Adjuvant substances used in 
the manufacture o f foamed poly­
styrene.

The following substances may be safely 
used as adjuvants in the manufacture of 
foamed polystyrene intended for use in 
contact with food, subject to any pre­
scribed limitations:

Lim itations

Isopentane...... _.............  For use as blowing agent.m-Pentane.. .... ..... .... ... . Do.1,1,2,2-Tetrachloroethylene.-........  For use only as a blowing agent adjuvant at a level not to exceed 0.3% by 'weight of finished foamed polystyrene intended for use in contact with food only of the types identified in § 176.170(c) of this chapter, table 1, under categories I, II, VI, and VIII.Toluene |... .............. ....  For use only as a blowing agent adjuvant at a level not to exceed 0.35% byweight of finished foamed polystyrene.

§ 178.3120 Animal glue.
Animal glue may be safely used as a 

component of articles intended for use 
in producing, manufacturing, packing, 
processing, preparing, treating, packag­
ing, transporting, or holding food, sub­
ject to the provisions of this section.

(a) Animal glue consists of the pro­
teinaceous extractives obtained from 
hides, bones, and other collagen-rich 
substances of animal origin (excluding 
diseased or rotted animals), to which 
may be added other optional adjuvant 
substances required in its production or 
added to impart desired properties.

(b) The quantity of any substance 
employed in the production of animal 
glue does not exceed the amount reason­
ably required to accomplish the intended

physical or technical effect nor any limi­
tation further provided.

(c) Any substance employed in the 
production of animal glue and which is 
the subject of a regulation in Parts 174, 
175, 176, 177, 178 and § 179.45 of this 
chapter conforms with any specification 
in such regulation.

(d) Optional adjuvant substances em­
ployed in the production of animal glue 
include:

(!) Substances generally recognized 
as safe in food.

(2) Substances subject to prior sanc­
tion or approval for use in animal glue 
and used in accordance with such sanc­
tion or approval.

(3) Substances identified in this para­
graph (d) (3) and subject to such limita­
tions as are provided:

L i s t  o f  s u b s ta n c e s  
Alum (double sulfate of aluminuni and ammonium, potassium, or sodium). 4-Chloro-3-methy]phenol(p-chloroineta- cresol).Chromium potassium sulfate (chrome alum).
3,5-Dimethyl-l,3,5,2H-tetrahydrothia-diazine-2-thione.Disodium cyanodithioimidocarbonate.Defoaming agents.____ ________...Ethanolamine___ ___ ___________•Ethylenediamine_________ ___ __Formaldehyde*...______ ;____ ___Potassium IV-methyldithiocarbamate.Potassium pentaehlorophenate______Rosins and rosin derivatives_______Sodium chlorate_________________Sodium dodeeylbenzenesulfonate ____Sodium 2-mercaptobenzothiazole____Sodium pentaehlorophenate.. ... .Sodium o-phenylphenate__________Zinc dimethyldithiocarbamate______Zinc 2-mercaptobenzothiazole".______

L im i t a t io n s

For use as preservative only.
For Use only in glue used as a colloidal flocculant added to the pulp sus­pension prior to the sheet-forming operation in the manufacture of paper and paper board.For use as preservative only.

Do.As provided in § 176.210 of this chapter.

For use as a preservative only. Do.Do.As provided in § 178.3870.

For use as preservative only. Do.Do.Do.Do.

Ce) The conditions of use are as 
follows:

(1) The use of animal glue in any'sub­
stance or article that is the subject of a 
regulation in this subpart conforms with 
any specifications or limitations pre­
scribed by such regulation for the fin­
ished form of the substance or article.

(2) It is used as an adhesive or com­
ponent of an adhesive in accordance 
with the provisions of § 175.105 of this 
chapter.

(3) It is used as a colloidal flocculant 
added to the pulp suspension prior to the 
sheet-forming operation in the manu­
facture of paper and paperboard.

(4) It is used as a protective colloid in 
resinous and polymeric emulsion coat­
ings.
§ 178.3130 Antistatic and/or antifog­

ging agents in food-packaging ma­
terials.

The substances listed in paragraph (b) 
of this section may be safely used as 
antistatic and/or antifogging agents in 
food-packaging materials, subject to the 
provisions of this section:

(a) The quantity used shall not ex­
ceed the amount reasonably required to 
accomplish the intended technical effect.

(b) List of substances:
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L i s t  o f  s u b s ta n c e s  
Alpha- (C arboxy methyl) -omega- (t e tra- decyloxy) poly-oxyethylene)
N -Acyl sarcosines where the acyl group is lauroyL oleoyl, or derived from the combined fatty acids of coconut oil.

JV,W-Bis(2-hydroxyethyl)alkyl(CirCi»)amine2vr,lV-Bis(2-hydroxyethyl) alkylamine, 
where the alkyl groups (Cu-Cu) are' derived from tallow.

N ,N  - Bis(2 - hydroxyethyl) dodecana- mide produced when diethanolamine is made to react with methyl laurate such that the finished product: Has a minimum  melting point of 36° C; has a minimum amide assay of 90 percent; contains no more than 2 per­cent by weight of free diethanolamine; and contains no more than 0.5 percent by weight of 7V,IV'-bis(2-hydroxy- ethyl)piperazine, as determined by paper chromatography method. a-n-Dodecanol-omesa-hydroxypoly (oxy- , ethylene) produced by the condensa­tion of 1 mole of n-dodecanol with an average of 9.5 moles of ethylene oxide to form a condensate having a hydroxyl content of 2.7 to 2.9 pet and having a cloud point of 80° C to 92° C in 1 pet by weight aqueous solution.Glycerol ester mixtures of ricinoleic acid, containing not more than 50 pet monoricinoleate, 45 pet diricinoleate, 10 pet triricinoleate, and 3.3 pet free 
glycerine.

L im i t a t io n s
For use only as an antistatic and/or antifogging agent at levels not to exceed 0.2 pet by weight in polyolefin film not exceeding 0.001 inch thickness.
For use only:1. As antistatic and/or antifogging agent at levels not to exceed atotal of 0.15 pet by weight of polyolefin film used for packaging meat, fresh fruits, and fresh vegetables. The average thickness of such polyolefin film shall not exceed 0.003 inch.2. As antistatic and/or antifogging agent at levels not to exceed atotal of 0.15 pet by weight of ethylene-vinyl acetate copolymer film complying with § 177.1350 of this chapter and used for pack­aging meat, fresh fruits, fresh vegetables, and dry food of type VIII described in table 1 of § 176.170(c) of this chapter. The average thickness of such ethylene-vinyl acetate copolymer film shall not exceed Q.003 inch when used for packaging meat, fresh fruits, and 

fresh vegetables. . texFor use only as an antistatic agent at levelsjiot to exceed 0.1 pet by weight of polyolefin food-contact films.
For use only: ' , • ■ , . ,, .1. As an antistatic agent at levels not to exceed 0.15 pet by weight in molded or extruded polyethylene containers that contact food only of the types identified in § 176.170(e) of this chapter, table 1, under types I, IV-B, VI-B, VU-B, and VIII, und§r the conditions of use E through G described in table 2 of § 176.170(c) of this chapter provided such foods have a pH above 5.0.

2~. As an antistatic agent at levels not to exceed 0:10 mg. per square inch of food-contact surface in vinylidene chloride copolymer coatings complying with §§ 175.320,177.1200, or 177.1630 of this chapter, pro­vided that such coatings contact food only of the types identified in § 176:i70(c) of this chapter, table 1, under types I, IV, VH, VIII, and IX under the conditions of use E through G  described in table 2 of § 176.170(e) of this chapter. The finished copolymers shall contain, at least 70 weight pet of polymer units derived from vinylidene chloride; and shall contain not more than 5 weight pet of total polymer units derived from acrylamide, acrylic acid, fumarie acid, itaconic acid, methacrylic acid, octadecyl meth­acrylate, and vinyl sulfonic acid.For use only as an antistatic agent at levels not to exceed 0.5 percent by weight of molded or extruded polyethylene containers intended for contact with honey, chocolate.syrup, liquid sweeteners, condiments, flavor extracts and liquid flavor concentrates, grated cheese, light and heavy cream, yogurt, and foods of type VIII as described in table 1 of 
§ 176.170(c) of this chapter.

For use only as an antistatic agent at levels not to exceed 0.2 pet by weight in low-density polyethylene film having an average thickness not ex­
ceeding 0.005 inch.

As an antifogging agent at levels not exceeding 1.5 pet by weight of per­mitted plasticized vinyl chloride homo-and/or copolymers.

§ 178.3280 Castor oil, hydrogenated.
Hydrogenated castor oil may be safely 

used in the manufacture of articles or 
components of articles intended for use 
in contact with food subject to the pro-

§ 178.3290 Chromic chloride complexes.
Myristo chromic chloride complex and 

stearato chronic chloride complex may 
be safely used as release agents in the 
closure area of packaging containers in­
tended for use in producing, manufac-

visions of this section.
(a) The quantity used shall not ex­

ceed the amount reasonably required to 
accomplish the intended technical effect.

(b) The additive is used as follows:

turing, packing, processing, preparing, 
treating, packaging, transporting, or 
holding food, subject to the provisions 
of this section:

(a) The quantity used shall not ex­
ceed that reasonably required to accom­

plish the intended technical effect nor 
exceed 7 micrograms of chromium per 
square inch of closure area.

(b) The packaging container which 
has its closure area treated with the re­
lease agent shall have a capacity of not 
less than 120 grams of food per square 
inch of such treated closure area.
§ 178.3300 Corrosion inhibitors used 

for steel or tinplate.
Corrosion inhibitors may be safely 

used for steel or tinplate intended for 
use in, or to be fabricated as, food con­
tainers or food-processing or handling 
equipment, subject to the provisions of 
this section.

(a) The corrosion inhibitors are pre­
pared from substances identified in this 
section and used subject to the limita­
tions prescribed.

(b) The following corrosion inhibitors 
or adjuvants are used in amounts not 
to exceed those reasonably required to 
accomplish the intended physical or 
technical effect:

(1) Corrosion inhibitors (active in­
gredients) used in packaging materials 
for the packaging of steel or tinplate or 
articles fabricated therefrom:

List of substances Limitations
D icy c lo h e x y la m in e  an d  it s  sa lts  o f ------------

fa tty  a c id s  d erived  fro m  a n im a l 
o r vegetab le  oU.

D icy c lo h e x y la m in e  n it r it e _____________ ____________ _
M o rp h o lin e  a n d  it s  s a lt s  of f a t t y ------------

a c id s  d erived  fro m  a n im a l or veg­
etab le  o ils.

(2) Adjuvants employed in the ap­
plication and use of corrosion inhibitors:

List of substances Limitations
P ro p y len e  g ly co l—  ---------- - — —  ---------

§ 178.3400 Emulsifiers and/or surface- 
active agents.

The substances listed in paragraph (c) 
of this section may be safely used as 
emulsifiers and/or surface-active agents 
in the manufacture of articles or com­
ponents of articles intended for use in 
producing, manufacturing, packing, 
processing, preparing, treating, packag­
ing, transporting, or holding food, sub­
ject to the provisions of this section.

(a) The quantity used shall not ex­
ceed the amount reasonably required to 
accomplish the intended technical effect; 
and the quantity that may become a 
component of food as_a result of such use 
shall not be intended to, nor in fact, 
accomplish any physical or technical ef­
fect in the food itself.

(b) The use as an emulsifier and/or 
surface-active agent in any substance or 
article that is the subject of a regula­
tion in Parts 174, 175, 176, 177, 178 and 
§ 179.45 of this chapter conforms with 
any specifications and limitations pre­
scribed by such regulation for the fin­
ished form of the substance or article.

(c) List of substances: »

* Use L im itations •

As'k lubricant for vinyl chloride poly- For use only at levels not to exceed 4 pet by weight of vinyl chloride poly­
mers used in the manufacture of mers. articles or components of articles authorized for food-contact use.As a component of cellophane____  Complying with § 177.1200 of this chapter.As a component of resinous and poly- Complying with § 175.300 of this chapter.

A™i component of paper and paper- Complying with § 176.170 of this chapter, 
board in contact with aqueous and

As^acomponent of closures with seal- Complying with. § 177.1210 of this chapter, 
ing gaskets for food containers. ., As a component of cross-linked poly- Complying with § 177.2420 of this chapter, 
ester resins.
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a-Alkyl-, «-alkenyl-, and o-alkylaryl- 
owega-hydroxypoly (oxyeth y  1 e n e) 
mixture consisting of 30 weight pet 
Of a-(2,4,6-triisobutylphenyl) -om ega-  
hydroxypoly(oxyetbylene) having an 
average poly (oxyethylene) content of 

- 7 moles and 70 weight pet of a 1:1 
weight ratio mixture of a - ( Z ) - 9- 
octadecenyl - o m eg a  - hydroxypoly- 
(oxyethylene) having an average poly­
oxyethylene) content of 18 moles and 
a-alkyl (C i«-C is) -om ega  -  hydroxypoly- 
(oxyethylene) having an average poly­
oxyethylene) content of 18 moles. 

a-Alkyl-o m e g  a-hydroxypoly (oxy ethyl­
ene) produced by condensation of 1  
mole of C 11-C 15 straight-chain ran­
domly substituted secondary alcohols 
with an average of 7-20 moles of ethyl­
ene oxide.

«-Alkylsulfonate (alkyl group is in the 
range Cm-C is with not less than 50 
pet (Cif-Cje):.

Ammonium salt of epoxidized oleic 
acid, produced from epoxidized oleic 
acid (predominantly dihydroxystearic 
and acetoxyhydroxystearic acids) 
meeting the following specifications: 
Acid number 160-180, saponification 
number 210-235, iodine number 2-15, 
and epoxy groups 0-0.4 percent.

L im ita t io n s
For use only at levels not to exceed 0.5 pet by weight o( coatings complying 

with § 175.320 of this chapter and limited to use as an emulsifier for poly- 
hydric alcohol diesters used as provided in § 178.3770(b). The weight of 
the finished coating shall not exceed 2  milligrams per square inch of 
food-contact surface.

For use only:
1. As provided in § 176.170 of this chapter.

2. At levels not to exceed 2  pet by weight of polyvinyl chloride and/or
vinyl chloride copolymers complying with § 177.1980 of this chap­
ter.

For use only:
1. As a polymerization emulsifier at levels not to exceed 1.5 pet by

weight of vinyl chloride polymer^ used as components of nonfood 
articles complying with §§ 175.105, 175.300, 176.170, 176.180, and 
177.1210 of this chapter. Such vinyl chloride polymers are limited to 
polyvinyl chloride and/or vinyl chloride copolymers complying 
with § 177.1980 of this chapter.

2. As a polymerization emulsifier at levels not to exceed 1.5 pet by
weight of vinyl chloridevinyl acetate copolymers used as com­
ponents of nonfood articles complying with §§ 175.105, 175.300, 
176.170, 176.180. and 177.1210 of this chapter.

a-Di-sec-buiylphenyl-omega-hydroxy- 
poly (oxyethylene) produced by the 
condensatioii of 1  mole of di-sec-bu- 
tylphenol with an average of 4-14 or 
30-50 moles of ethylene oxide; if a 
blend of products is used, the aver­
age number of moles of ethylene oxide 
reacted to produce any product that 
is a component of the blend shall be 
in the range 4-14 or 30-50; sec-butyl 
groups are predominantly (90 percent 
or more) o-, p-substituents. 

o-D odecyi-o?Bega-hydroxpoly (oxyethyl- 
ene) ’ mixture of dihydrogen phos­
phate and monohydrogen phosphate 
esters that have an acid number (to pH 
5.2) of 103-111 and that are produced 
by the esterification of the condensa­
tion product of 1  mole of K-dodecyl 
alcohol with 4-4.5 moles of ethyle.ne 
oxide.

a - ( p - D o d e c y l  p h e n y l ) - o m e g a - hydroxy- 
poly (oxyethylene) produced by the 
condensation of 1  mole of dodecyl- 
phenol (dodecyl group is a propylene 
ietramer isomer) with an average of 
4-14 or 30-50 moles of ethylene oxide; 
if a blend of products is used, the aver­
age number of moles of ethylene oxide 
reacted to produce any product that is 
a component of the blend shall be in 
the range 4-14 or 30-50. 

a  -  ( p -  Nonylphenyl) - o m ega  - hydroxy- 
poly (oxyethylene) mixture of dihy­
drogen phosphate and monohydrogen 

. phosphate esters that have an acid 
number (to pH 5.2)'of 49-59 and that 
are produced by the esterification of 
a - ( p  - nonylphenyl) -o m e g a -h y d r o x y -  
p o l y  (oxyethylene) complying with 
the identity prescribed in § 178.3400(c) 
and having an average poly (oxyethyl­
ene) content of 5.5-6.5 moles. 

«-(p-Nonylphenyl)-om«ga-hydroxypoly 
(oxyethylene) mixture of dihydrogen 
phosphate and monohydrogen phos­
phate esters that have an acid num­
ber (to pH 5.2) oi 62-72 and that are 
produced by the esterification of a -  

■ (p-nonylphenyl)-OTwego-hydroxypoly 
(oxyethylene) complying with the 
identity prescribed in § 178.3400(c) 
and having an average polyoxy­
ethylene) content of 9-10 moles. 

«-(p-N  ony lphenyl) -owiega-hydroxypoly 
(oxyethylene) mixture of dihydrogen 
phosphate antb monohydrogen phos­
phate esters that have an acid num­
ber (to pH 5.2) of 98-110 and that are 
produced by the esterification oi a -  
(p-nonylphenyl)-o?neffa-hydroxypoly 
(oxyethylene) complying with the 
identity prescribed in § 178.3400(c) 
and having an average poly (oxyethyl­
ene) content of 45-55 moles, 

a-(p-N onylphenyl) -omega-hydroxypoly 
(oxyethylene) produced-by the con­
densation of 1  mole of nonylphenol 
(nonyl group is a propylene trimer 
isomer) with an average of 4-14 or SO­
SO moles of ethylene oxide; if a blend 
of products is used, the average num­
ber of moles of ethylene oxide reacted
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L is t  o f  S u b s ta n c e s L im ita t io n s

to produce any product that is a com­
ponent of the blend shall be in the 
range 4-14 or 30-50.

a-(p-Nonylphenyl)-oTOCffa-hydroxypoly 
(oxyethylene) sulfate, ammonium or 
sodium salt: the nonyl group is a 
propylene trimer isomer and the poly 
(oxyethylene) content average 4 
moles.

Poly(oxypropylene) (45-48 moles) block 
polymer with poly (oxyethylene). 
The finished block polymers meet 
the following specifications: Average 
molecular, weight 11,000-18,000; hy­
droxyl numbeT 6.2-10.2; cloud point 
above 100° C. for 10 pet solution. 

Polysorbate 20 (polyoxyethylene (20) 
sorbitan monolaurate) meeting the 
following specifications: Saponifica­
tion number 40-50, acid number 0-2, 
hydroxyl number 60-108, oxyethylene 
content 70-74 pet.

Polysorbate 40 (polyoxyethylene (20) 
sorbitan monopalmitate) meeting the 
following specifications: Saponifica­
tion number 41-52, oxyethylene con­
tent 66-70.5 pet.

Polysorbate 60 conforming to the iden­
tity prescribed in § 172.836 of this 
chapter.

Polysorbate P5 conforming to the iden­
tity  prescribed in § 172.838 of this 
chapter.

Polysorbate 80 conforming to the iden­
tity prescribed in § 172.840 of this 
chapter.

Polysorbate 85 (polyoxyethylene (20) 
sorbitan trioleate) meeting the follow­
ing specifications: Saponification 
number 80-95, oxyethylene content 
46-50 percent. -

"Sodium m-alkylbenzenesulfonate (alkyl 
group predominantly’ C 12 and C13 and 
not less than 95 percent C10 to Cm). 

Sodium 1,4-dicylcohexyl sulfosuccinate.
Sodium 1,4-dihexyl sulfosuccinate..........
Sodium 1,4-diisobutyl sulfosuccinate...
Sodium dioctyl sulfosuccinate...............
Sodium 1,4-dipentyl sulfosuccinate... . .  
Sodium 1,4-ditridecyl sulfosuccinate - . .
Sodium lauryl sulfate........ .......................
Sodium monoalkylphenoxybenzenedi- 

sulfonate and sodium dialkylphenoxy- 
benzenedisulfonate mixtures contain­
ing not less than 70 pet of the mono- 
alkylated product where the alkyl 
group is C8-C 13.

Sorbitan monolaurate meeting the fol­
lowing specifications: Saponification 
number 153-170; and hydroxyl num­
ber 330-360.

Sorbitan monooleate meeting the follow­
ing specifications: Saponification 
number 145-160, hydroxyl number 
193-210.

Sorbitan monopalmitatii meeting the 
following specifications: Saponifica­
tion No. 140-150; and hydroxyl No. 
275—305.

Sorbitan monostearate conforming to 
the identity prescribed in § 172.842 of 
this chapter.

Sorbitan trioleate meeting the following 
specifications: Saponification No. 170- 
190; and hydroxyl No. 55-60.

Sorbitan tristearate meeting the follow­
ing specifications: Saponification No. 
176-188: and hydroxyl No. 66-80. 

a-[p-(l ,1,3,3-Tetramethylbutyl) phenyl]- 
omeffo-hydroxypoly(oxyethylene) pro­
duced by the condensation of 1 mole 
of p-(l,l,3,3-tetramethylbutyl) phenol 
with an average of 4-14 or 30-40 moles 
of ethylene oxide; if a blend of prod­
ucts is used, the average number of 

- moles of ethylene oxide reacted to 
produce any product that is a com­
ponent of the blend shall be in the 
range 4-14 or 30-50.

Tetrasodium N -  (1,2-dicarboxyethyl) - 
N-octadecyl-sulfosuccinamate.

a  - Tridecyl - om ega  - hydroxypoly 
(oxyethylene) mixture of dihydro­
gen phosphate and monohydrogen 
phosphate esters that have an acid 
number (to pH 5.2) of 75-85 and 
that are produced by the esterifica­
tion of the condensation product of 
one mole of “oxo” process tridecyl 
alcohol with 5.5-6.5 moles of ethyl­
ene oxide.

a  - Tridecyl - om ega  - hydroxypoly 
(oxyethylene) mixture of dihydro­
gen phosphate and monohydrogen 
phosphate esters that have an acid 
number (to pH 5.2) of 58-70 and 
that are produced by the esterifica­
tion of the condensation product of 
one mole of “oxo” process tridecyl 
alcohol with 9-10 moles of ethylene 
oxide.

For use only as a surface-active agent at levels not to exceed 0.5 percent by 
weight of polyolefin film or polyolefin coatings. Such polyolefin film and 
polyolefin coatings shall have an average thickness not to exceed 0.005 
inch and shall be limited to use 'n contact with foods that have a pH 
above 5.0 and that contain no more than 8 pet of alcohol.

For use only as a component of nonfood articles complying with 55175.- 
300, 175.320, 175.380, 176.170, 176.180, 177.1010, 177.1200, 177.1630, 177.- 
2600,177.2800, of this chapter and 5 178.3120.

For use only as a polymerization emulsifier for resins appfied to tea-bag 
material.
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(d) T h e  provisions of this section are 
not applicable to emulsifiers and/or sur­
face-active agents listed in § 175.105(c)
(5) of this chapter and used in food­
packaging adhesives complying with 
§ 175.105 of this chapter.
§ 178.3450 Esters of stearic and palmitic 

acids.
T h e  ester stearyl palmitate or palmityl 

stearate or mixtures thereof m a y  be 
safely used as adjuvants in food-pack­
aging materials w h e n  used in accordance 
with the following prescribed conditions:

(a) They are used or intended for use 
as plasticizers or lubricants in polysty­
rene intended for use in contact with 
food.

(b) They are added to the formulated 
polymer prior to extrusion.

(c) T h e  quantity used shall not exceed 
that required to accomplish the intended 
technical effect.
§ 178.3480 Fatty alcohols, synthetic.
Synthetic fatty alcohols m a y  be safely 

used as components of articles intended 
for use in contact with food, and in syn­
thesizing food additives and other sub­
stances permitted for use as components 
of articles intended for use in contact 
with food in accordance with the follow­
ing prescribed conditions:

(a) T h e  food additive consists of fatty 
alcohols meeting the specifications and 
definition prescribed in § 172.864 of this 
chapter, except as provided in paragraph
(c) of this section.
(b) It is used or intended for use as 

follows:
(1) As substitutes for the correspond­

ing naturally derived fatty alcohols per­
mitted for use as components of articles 
intended for use in contact with food by 
existing regulations in Parts 174,175,176, 
177, 178 and § 179.45 of this chapter: 
Provided, That the use is in compliance 
with any prescribed limitations.

(2) As substitutes for the*correspond-
ing naturally derived fatty alcohols used 
as intermediates in the synthesis of food 
additives and other substances permitted 
for use as components of food-contact 
articles. ~ _

(c) Synthetic fatty alcohols identified 
in paragraph (c) (1) of this section m a y  
contain not more than 0.8 weight percent 
of total diols as determined by a method 
available upon request from the C o m ­
missioner of Food and Drugs, w h e n  used 
as prescribed in paragraph (c) (2) of this 
section.

(1) Synthetic fa tty  alcohols, (i) Hexyl, 
octyl, decyl, lauryl, myristyl, cetyl, and 
stearyl alcohols meeting the specifica­
tions and definition prescribed in § 172.- 
864 of this chapter, except that they m a y  
contain not more than 0.8 weight percent 
total diols.

(ii) Lauryl, myristyl, cetyl, and stearyl 
alcohols manufactured by the process de­
scribed in § 172.864(a) (2) of this chap­
ter such that lauryl and myristyl alcohols 
meet the specifications in § 172.864(a) 
(l)(i) of this chapter, and cetyl and 
stearyl alcohols meet the specifications 
in § 172.864(a) (lT'(ii) of this chapter.

(2) Conditions o f use. (i) Synthetic 
fatty alcohols as substitutes for the cor­

responding naturally derived fatty al­
cohols permitted for use in compliance 
with § 178.3910.

(ii) Synthetic lauryl alcohol as .a sub­
stitute for the naturally derived lauryl 
alcohol permitted as an intermediate in 
the synthesis of sodium lauryl sulfate 
used in compliance with § 178.3400.
§ 178.3500 Glycerin, synthetic.

Synthetic glycerin m a y  be safely used 
as a component of articles intended for 
use in packaging materials for food, sub­
ject to the provisions of this section:

(a) It is produced by the hydrogen- 
olysis of carbohydrates, and shall con­
tain not in excess of 0.2 percent by weight 
of a mixture of butanetriols.

(b) It is used in a quantity not to ex.~ 
ceed that a m o u n t  reasonably required to 
produce its intended physical or technir 
cal effect, and in accordance with any 
limitations prescribed by applicable reg­
ulations in Parts 174, 175, 176, 177, 178 
and 179 of this chapter. It shall not

<b) T h e  following adjuvants m a y  be 
used as surface-active agents in the proc­
essing of industrial starch-modified:

Polyethylene glycol (400) dilaurate.
Polyethylene glycol (400) monolaurate.
Polyoxyethylene (4) lauryl ether.

(c) T o  insure safe use of the industrial 
starch-modified, the label of the food 
additive container shall bear the n a m e  
of the additive “industrial starch-modi­
fied,” and in the instance of a n  industrial 
starch-modified which is limited with re­
spect to conditions of use, the label of the 
food additive container shall contain a 
statement of such limited use.

be intended to, nor in fact accomplish, 
any direct physical or technical effect in 
the food itself.
§ 178.3520 Industrial starch-modified.

Industrial starch-modified m a y  be 
safely used as a component of articles 
intended for use in producing, ma n u f a c ­
turing, packing, processing, preparing, 
treating, packaging, transporting, or 
holding food, subject to the provisions 
of this section.

(a) Industrial starch-modified is iden­
tified as follows:

Cl) A  food starch-modified or starch 
or any combination thereof that has been 
modified by treatment with one of the 
reactants hereinafter specified, in an 
a m o u n t  reasonably required to achieve 
the desired functional effect but in no 
event in excess of any limitation pre­
scribed, with or without subsequent 
. treatment as authorized in § 172.892 of 
this chapter.

§ 178.3530 Isoparaffinic petroleum hy­
drocarbons, synthetic.

Iso p a ra ff in ic  p e tro le u m  h y d ro ca rb o n s , 
s y n th e t ic , m a y  b e s a fe ly  u sed  in  th e  
p ro d u ctio n  o f n o n fo o d  a r t ic le s  in te n d e d  
fo r  u se  in  p ro d u c in g  m a n u fa c tu r in g , 
p a c k in g , p ro ce ss in g , p re p a r in g , t re a t in g , 
p a ck a g in g , t ra n sp o rt in g , o r  h o ld in g  food, 
su b je c t  to  th e  p ro v is io n s  o f t h is  se ct io n .

(a) T h e  isoparaffinic petroleum h y ­
drocarbons, produced by synthesis from 
petroleum gases consist of a mixture of 
liquid hydrocarbons meeting the follow­
ing specifications:

Boiling point 145°—500® F, as determined 
by A.S.T.M. Method D-86.

L i f t  o f  r e a c ta n ts
Ammonium persulfate, not-to exce6d

0.3 pet. or in alkaline starch not to 
exceed 0.6 pet.

(4 - Chlorobutene - 2) trimethylam- 
monium chloride, not to exceed 
5 pet.

/3-Diethylaminoethyl chloride hydro­
chloride, not to exceed 4 pet.

Dimethylaminoethyl methacrylate, 
not to exceed 3 pet.

Dimethylol ethylene urea, not to 
exceed 0.375 pet.

2,3 - Epoxypropyltrimethylammoni- 
um chloride, not to exceed 5 pet.

Ethylene oxide, not to exceed 3 pet of 
reacted ethylene oxide in finished 
product.

Phosphoric acid, not to exceed 6 pet 
and urea, not to exceed 20 pet.

L im i ta t io n s

Industrial starch modified by this treatment shall be used only as internal 
sizing for paper and paperboard intended for food packaging.

Industrial starch modified by this treatment’shall be used only as internal 
sizing for paper and paperboard intended for food packaging.

Industrial starch modified by this treatment shall be used only as internal 
sizing for paper and paperboard intended for food packaging and as 
surface sizing and coating for paper and paperboard that contact food 
only of types IV-A, V, VII, V ili ,  and IX  described in table 1 of § 176.170(c) 
of this chapter.

(2) A  starch irradiated under one of the following conditions to produce free 
radicals for subsequent graft polymerization with the reactants listed in this 
paragraph (a) (2):

(i) Radiation from a sealed cobalt 60 source, m a x i m u m  absorbed dose not to 
exceed 5.0 megarads.

(ii) A n  electron b e a m  source at a m a x i m u m  energy of 7 million electron volts of 
ionizing radiation, m a x i m u m  absorbed dose not to exceed 5.0 megarads.

L is t  o f  re a c ta n ts
Acrylamide and [ 2-(methacryloyloxy) 

ethyl]trimethylammonium methyl 
sulfate, such that the finished indus­
trial starch-modified shall contain:

1. Not more than 60 weight percent
vinyl copolymer (of which not 

_ more than 32 weight percent is 
[2-(methacryloyloxy) ethyl] tri- 
methylammonium methyl sul­
fate).

2. Not more than 0.20 pet residual
acrylamide.

3. A minimum nitrogen content of
9.0 pet.

L im ita t io n s
For use only:

1. As a retention aid and dry strength agent employed before the sheet­
forming operation in the manufacture of paper and paperboard 
intended to contact only dry food of the type identified in § 176.170 
(c) of this chapter, table 1 under type VIII, and used at a level not 

to exceed 0.40 pet by weight of the finished dry paper and paper- 
board fibers.

2. As a retention aid and dry strength agent employed before the sheet-
forming operation in the manufacture of paper and paperboard 
intended to contact food, and used at a level not to exceed 0.25 pet 
by weight of the finished dry paper and paperboard fibers.
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Ultraviolet absorbance:
260-319 millimicrons—1.5 maximum.
320-329 millimicrons—0.08 maximum.
330-350 millimicrons—0.05 maximum.
Nonvolatile residue 0.002 gram per 100 

milliliters maximum.
Synthetic isoparaffinic petroleum hydro­

carbons containing antioxidants shall meet 
the specified ultraviolet absorbance limits 
after correction for any. absorbance due to 
the antioxidants. The ultraviolet absorbance 
shall be determined by the procedure de­
scribed for application to mineral oil under 
“Specifications” on page 66 of the Journal 
of the Association of Oflicial Agricultural 
Chemists, Vol. 45 (February 1962), disre­
garding the last sentence of that procedure. 
For hydrocarbons boiling below 250° F, the 
nonvolatile residue shall be determined by
A.S.T.M. procedure D-1353; for those boiling 
above 250° F, A.S.T.M. procedure D-381 shall 
be used.

(b) Isoparaffinic petroleum hydrocar­
bons m a y  contain antioxidants author­
ized for use in food in an a m o u n t  not 
to exceed that reasonably required to ac­
complish the intended technical effect.

(c) Isoparaffinic petroleum hydrocar­
bons are used in the production of n o n ­
food, articles. T h e  quantity used shall 
not exceed the a m o u n t  reasonably re­
quired to accomplish the intended tech­
nical effect, and the residual remaining 
in the finished article shall be the mini­
m u m  a m o u n t  reasonably attainable.
§ 178.3550 Kaolin-modified.

K a o lin -m o d if ie d , a s  id e n tif ie d  in  th is  
se ct io n , m a y  b e sa fe ly  u sed  in  o le fin  p o ly ­
m e rs  a s  a r t ic le s  o r co m p o n en ts o f a r t ic le s  
in te n d e d  fo r  u se  in  c o n ta c t  w ith  food, 
su b je c t  to  th e ' p ro v is io n s  of th is  se ctio n .

(a) Kaolin-modified is produced by 
treating kaolin with a reaction product 
of isopropyl titanate and oleic acid in 
which 1 mole of isopropyl titanate is re­
acted with 1 to 2 moles of oleic acid. T h e  
reaction product will not exceed 8 per­
cent of the modified kaolin. T h e  oleic acid 
used shall meet the requirements spec­
ified in § 172.860 of this chapter.

(b) T h e  additive is used as a pigment, 
colorant, or opacifier in olefin polymers 
complying with § 177.1520 of this chapter 
at levels not to exceed 40 percent by 
weight of the olefin polymer.
§ 178.3570 Lubricants with incidental 

food contact.
Lubricants, with incidental food con­

tact m a y  be safely used on machinery 
used for producing, manufacturing, 
packing, processing, preparing, treat­
ing, packaging, transporting, or holding 
food, subject to the provisions of this 
section:

(a) T h e  lubricants are prepared from 
one or more of the following substances:

(1) Substances generally recognized 
as safe for use in food.

(2) Substances used in accordance 
with the provisions of a prior sanction 
or approval.

(3) Substances identified in this para­
graph (a) (3 ).

Substance»
Aluminum stearoyl benzoyl hydroxide.
BHA..................... .........................
BHT______ __________ ___ „ __
Castor oil.____________________
Castor oil, dehydrated___________
Castor oil, partially dehydrated_____
DiaHLyldimethylammonium aluminum 

silicate where the alkyl groups are de­
rived from hydrogenated tallow fatty 
acids (Cw-Cw) and where the alumi­
num silicate is derived from bento­nite.

Dimethylpolysiloxane (viscosity greater 
than 300 centistokes).

Fatty acids derived from animal or vege­
table sources, and the hydrogenated 
forms of such fatty acids.

12-Hydroxystearic acid__________
Isopropyl oleate_______________
Magnesium ricinoleate__________ -
Mineral oil.._______ ________
Petrolatum.____ :__________:__
Phenyl-a-and/or phenyl-/3-naphthyl- 

amine.
Polyurea, having a nitrogen content of 

9-14 percent based on the dry polyurea 
weight, produced by reacting tolylene 
diisocyanate with tall oil fatty acid 

' (Cm and C») amine and ethylene 
diamine in a 2:2:1 molar ratio. 

Polybutene (minimum average molec­
ular weight 80,000).

Polybutene, hydrogejiated; complying 
with the identity prescribed under 
§ 178.3740.

Polyethylene__ __________ ___ ».
Polyisobutylene (average molecular 

weight 35,000-140,000 (Flory)). 
Sodium nitrite___ -------------- -----

Limitation»
For use only as a thickening agent in mineral oil lubricants at a level not to 

exceed 10 pet by weight of the mineral oil.

Addition to food not to exceed 10 parts per million.'
Do.Do. - ;

For use only as a gelling agent in mineral oil lubricants at a level not to 
exceed 7 pet by weight of the mineral oil.

Addition to food not to exceed 1 part per million.

For use only as an adjuvant (to improve lubricity) in mineral oil lubricants.
For use only as an adjuvant in mineral oil lubricants at a level not to 

exceed 10 percent by weight of the mineral oil.
Addition to food not to exceed 10 parts per million.
Complying with § 178.3700. Addition to food not to exceed 10 parts per 

million.
For use only, singly or in combination, as antioxidant in mineral oil lu­

bricants at a level not to exceed a total of 1 percent by weight of the 
mineral oil.

For use only as an adjuvant in mineral oil lubricants at a level not to ex­
ceed 10 percent by weight of the mineral oil.

Addition to food not to exceed 10 parts per million.

Do.

Do.
For use only as a thickening agent in mineral oil lubricants.

For use only as a rust preventive in mineral oil lubricants at a level not to 
exceed 3 percent by weight of the mineral oil.

(b) T h e  lubricants are used on food­
processing equipment as a protective 
antirust film, as a release agent on gas­
kets or seals of tank closures, and as a 
lubricant for machine parts a nd equip­
m e n t  in locations in which there is ex­
posure of the lubricated part to food. 
T h e  a m o u n t  used is the m i n i m u m  re­
quired to accomplish the desired tech­
nical effect on the equipment, and the 
addition to food of any constituent iden­
tified in this section does not exceed the 
limitations prescribed.

(c) A n y  substance employed in the 
production of the lubricants described 
in this section that is the subject of a 
regulation in Parts 174, 175, 176, 177,178 
and § 179.45 of this chapter conforms 
with any specification in such regula­
tion.
§ 178.3600 Methyl glucoside-coconut oil 

ester.
Methyl glucoside-coconut oil ester 

identified in § 172.816(a) of this chapter 
m a y  be safely used as a processing aid 
(filter aid) in the manufacture of starch, 
including industrial starch-modified 
complying with § 178.3520, intended for 
use as a component of articles that con­
tact food.
§ 178.3610 a-Methylstyrene-vinyltoluene 

resins, hydrogenated.
Hydrogenated «-methylstyrene-vinyl- 

toluene copolymer resins having a molar 
ratio of 1 a-methylstyrene to 3 vinyl- 
toluene m a y  be safely used as components 
of polyolefin film intended for use in con­
tact with food, subject to the following 
provisions:

(a) Hydrogenated a-methylstyrene- 
vinyltoluene copolymer resins have a 
drop-softening point of 125° to 165° C  
and a m a ximuni absorptivity of 0.17 liter 
per g r a m  centimeter at 266 nanometers, 
as determined by methods available upon 
request from the Commissioner of Food 
and Drugs.

(b) T h e  polyolefin film is produced 
from olefin polymers complying with 
§ 177.1520 of this chapter, and the aver­
age thickness of the film in the form in 
which it contacts food does not exceed 
0.002 inch.
§ 178.3620 Mineral oil.

Mineral oil m a y  be safely used as a 
component of nonfood articles intended 
for use in contact with food, subject to 
the provisions of this section:

(a) White mineral oil meeting the 
specifications prescribed in § 172.878 of 
this chapter m a y  be used as a component 
of nonfood articles provided such use 
complies with any applicable limitations 
in Parts 178 through 189 of this chapter. 
T h e  use of white mineral oil in or on 
food itself, including the use of white 
mineral oil as a protective coating or re­
lease agent for food, is subject to the 
provisions of § 172,878 of this chapter.

(b) Technical white mineral oil iden­
tified in paragraph (b) (1) of this section 
m a y  be used as provided in paragraph 
(b) (2) of this section.

(1) Technical white mineral oil con­
sists of specially refined distillates of 
virgin petroleum or of specially refined 
distillates that are produced syntheti­
cally from petroleum gases. T e c h n i c a l
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white mineral oil meets the following 
specifications:

(1) Saybolt color 20 m i n i m u m  as de­
termined by A S T M  M e t h o d  D-156.

(ii) Ultraviolet absorbance limits as 
follows: '

Maximum absorbance 
per centimeter

Wavelength (m/t) : optical pathlength
280 to 289_____________________ 4. 0
290 to 299____________________  3.3
300 to 329_____________________ 2.3
330 to 350__________ ___________  0. 8

Technical white mineral oil containing 
antioxidants shall meet the specified 
ultraviolet absorbance limits after cor­
rection for any absorbance due to the 
antioxidants. T h e  ultraviolet absorb­
ance shall be determined by the pro­
cedure described for application to m i n ­
eral oil under “Specification” on page 
66 of the Journal of the Association of 
Official Agriculture Chemists, Volume 
45 (February 1962), disregarding the 
last two sentences of that procedure and 
substituting therefor the following: D e ­
termine the absorbance of the mineral 
oil extract in a 10-millimeter cell in the 
range from 260-350 m/t, inclusive, c o m ­
pared to the solvent control. If the ab­
sorbance so measured exceeds 2.0 at any 
point in range 280-350 m/x, inclusive, di­
lute the extract and the solvent control, 
respectively, to twice their volume with 
dimethyl sulfoxide and remeasure the 
absorbance. Multiply the remeasured 
absorbance values by 2 to determine the 
absorbance of the mineral oil extract 
per centimeter optical pathlength.

(2) Technical white mineral oil m a y  
be used wherever mineral oil is permitted 
for use as a component of nonfood arti­
cles complying with §§ 175.105, 176.200, 
176.210, 177.2260, 177.2600, and 177.2800 
of this chapter a n d  §J 178.3570 and 178.- 
3910.

(3) Technical white mineral oil m a y  
contain any antioxidant permitted in 
food by regulations issued in accordance 
with section 409 of the act, in an a m o u n t  
not greater than that required to pro­
duce its intended effect.

(c) Mineral oil identified in paragraph
(c) (1) of this section m a y  be used 
as provided in paragraph (c) (2) of this 
section.

(1) T h e  mineral oil consists of virgin 
petroleum distillates refined to meet the 
following specifications :

(1) Initial boiling point of 450° F  mini­
m u m .

(ii) Color 5.5 m a x i m u m  as determined 
by A S T M  M e t h o d  D-1500.

(iii) Ultraviolet absorbance limits as 
follows as determined by the analytical 
method described in paragraph (c) (3) 
of this section:

Maximum absorbance 
per centimeter

Wavelength (m/x) : optical pathlength
280 to 289___ _________ _ 0. 7
290 to 299______________________ . 6
300 to 359___'_______ ________ r__ .4
360 to 400    ___________ ;  . 09

(2) T h e  mineral oil m a y  be used 
wherever mineral oil is permitted for use 
as a component of nonfood articles c o m ­
plying with §§ 175.105 and 176.210 of 
this chapter and § 178.3910 (for use only 
hi rolling of metallic foil and sheet

stock), §§ 176.200,177.2260,177.2600, and 
177.2800 of this chapter.

(3) T h e  analytical meth o d  for deter­
mining ultraviolet absorbance limit is as 
follows:

GENERAL IN STR U C TIO N S

Because of the sensitivity of the test, the 
possibility of errors arising from contamina­
tion is great. It is of the greatest importance 
that all glassware be scrupulously cleaned 
to remove all organic matter such as oil, 
grease, detergent residues, etc. Examine all 
glassware, including stoppers and stopcocks, 
under ultraviolet light to detect any residual 
fluorescent contamination. As a precau­
tionary measure it is recommended practice 
to rinse all glassware with purified isooctane 
immediately before use. No grease is to be 
used on stopcocks or joints. Great care to 
avoid contamination of oil samples in han­
dling and to assure absence of any extraneous 
material arising from inadequate packaging 
is essential. Because some of the polynuclear 
hydrocarbons sought in this test are very 
susceptible to photo-oxidation, the entire 
procedure is to be carried out under subdued 
light.

APPARATUS

Separatory funnels. 250-milliliter, 500- 
milliliter, 1,000-milliliter, and preferably 
2,000-milliliter capacity, equipped with 
tetrafluoroethylene polymer stopcocks.

Reservoir. 500-milliliter capacity, equipped 
with a 24/40 standard taper male fitting at 
the bottom and a suitable ball-joint at the 
top for connecting to the nitrogen supply. 
The male fitting should be equipped with 
glass hooks.

Chromatographic tube. 180 millimeters in 
lenth, Inside diameter to be 15.7 millimeters 
±0.1 millimeter, equipped with a coarse, 
fritted-glass disc, a tetrafluoroethylene poly­
mer stopcock, and a female 24/40 standard 
tapered fitting at the opposite end. (Over­
all length of the column with the female 
joint is 235 millimeters.) The female fitting 
should be equipped with glass hooks.

Disc. Tetrafluoroethylene polymer 2-inch 
diameter disk approximately &-inch thick 
with a hole bored in the center to closely fit 
the stem of the chromatographic tube.

Suction flask. 250-milliliter or 500-mil­
liliter filter flask.

Condenser. 24/40 joints, fitted with a dry­
ing tube, length optional.

■Evaporation flask (optional). . 250-mil­
liliter or 500-milliliter capacity all-class 
flask equipped with standard taper stopper 
having inlet and outlet tubes to permit 
passage of nitrogen across the surface of 
contained liquid to be evaporated.

Spectrophotometric cells. Fused quartz 
cells, optical path length in the range of
5,000 centimeter ±0.005 centimeter; also for 
checking spectrophotometer performance 
only, optical path length in the range 1,000 
centimeter ±0.005 centimter. With distilled 
water in the cells, determine any absorbance 
differences.

Spectrophotometer. Spectral range 250 
millimicrons—400 millimicrons with spectral 
slit width of 2 millimicrons or less; under 
instrument operating conditions for these 
absorbance measurements, the spectro­
photometer shall also meet the following 
performance requirements :

Absorbance repeatability, ±0.01 at 0.4 ab­
sorbance.

Absorbance accuracy,1 ±0.005 at 0.4 ab­
sorbance.

1 As determined by procedure using potas­
sium chromate for reference standard and 
described in National Bureau of Standards 
Circular 484. Spectrophotometry, U.S. De­
partment of Commerce, 1949. The accuracy 
is to be determined by comparison with the 
standard values at 290, 345, and 400 millimi­
crons.

Wavelength accuracy, ±1.0 millimicron, 
cron.

Wavelength accuracy, +1.0 millimicron.
Nitrogen cylinder. Water-pumped or 

equivalent purity nitrogen in cylinder 
equipped with regulator and valve to con­
trol flow at 5 p.s.i.g.

. REGENTS AND M ATERIALS

Organic solvents. All solvents used 
throughout the procedure shall meet the 
specifications and tests described in this 
specification. The isooctane, benzene, ace­
tone, and methyl alcohol designated in the 
list following this paragraph shall pass the 
following test:

To the specified quantity of solvent in a 
250-milliliter Erlenmeyer flask, add 1 milli­
liter of purified n-hexadecane and evaporate 
on the steam bath under a stream of nitrogen 
(a loose aluminum foil jacket around the 
flask will speed evaporation). Discontinue 
evaporation when not over 1 milliliter of 
residue remains. (To the residue from 
benzene add a 10-milliliter portion of puri­
fied isooctane, reevaporate, and repeat once 
to insure complete removal of benzene.)

Alternatively, the evaporation time can be 
reduced by using the optional evaporation 
flask. In this case the solvent and ra-hexa- 
decane are placed in the flask on the steam 
bath, the tube assembly is inserted, and a 
stream of nitrogen is fed through the inlet 
tube while the outlet tube is connected to a 
solvent trap and vacuum line in such a way 
as to prevent any flow-back of condensate 
into the flask.

Dissolve the 1 milliliter of hexadecane res­
idue in. isooctane and make to 25 milliliters 
volume. Determine the absorbance in the 
5-centimeter path length cells compared to 
isooctane as reference. The absorbance of 
the solution of the solvent residue (except 
for methyl alcohol) shall not exceed 0.01 
per centimeter path length between 280 and 
400 m/t. For methyl alcohol this absorbance 
value shall be 0.00.

Isooctane (2,2,4-trimethylpentane). Use 
180 milliliters for the test described in the 
preceding paragraph. Purify, if necessary, by 
passage through a column of activated silica 
gel (Grade 12, Davison Chemical Company, 
Baltimore, Maryland, or equivalent) about 
90 centimeters in length and 5 centimeters to 
8 centimeters in diameter.

Benzene, A.C.S. reagent grade. Use 150 
milliliters for the test. Purify, if necessary, 
by distillation or otherwise.

Acetone, A.C.S. reagent grade. Use 200 
milliliters for the test. Purify, if necessary, 
by distillation.

Eluting mixtures:
1. 10 percent benzene in isooctane. Pipet 

50 milliliters of benzene into a 250-milliliter 
glass-stoppered volumetric flask and adjust 
to volume with isooctane, with mixing.

2. 20 percent benzene in isooctane. Pipet 
50 mililiters of benzene into a 250-milliter 
glass-stopped volumetric flask and adjust 
to volume with isooctane, with mixing.

3. Acetone-benzene-water mixture. Add 
20 milliliters of water to 380 milliliters of 
acetone and 200 milliliters of benzene, and 
mix.

n-Hexadecane, 99-percent olefin-free. Di­
lute 1.0 milliliter of n-hexadecane to 25 milli­
liters with isooctane and determine the 
absorbance in a 5-centimeter cell compared 
to isooctane as reference point between 280 
m/x-400 m/t. The absorbance-per centimeter 
path length shall not exceed 0.00 in this 
range. Purify, if necessary, by percolation 
through activated silica gel or by distillation.

Methyl alcohol, A.C.S. reagent grade. Use
10.0 milliliters of methyl alcohol. Purify, if 
necessary, by distillation.

Dimethyl sulfoxide. Spectrophotometric 
grade (Crown Zellerbach Corporation, Camas, 
Washington, or equivalent). Absorbance
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(1-centimeter cell, distilled water reference, 
sample completely saturated with nitrogen).

Absorbance
Wavelength: (maximum)

261.5______ ___________________ 1.00
270 ____________ ______________  .20
275 _____________________ ____  . 09
280 __________________________  .06
300 _________________________  . 015

There shall be no irregularities in the ab­
sorbance curve within these wavelengths.

Phosphoric acid. 85 percent A.C.S. reagent 
grade.

Sodium borohydride. 98 percent.
Magnesium oxide (Sea Sorb 43, Food Ma­

chinery Company, Westvaco Division, dis­
tributed by chemical supply firms, or equiva­
lent). Place 100 grams of the magnesium 
oxide in a large beaker, add 700 milliliters of 
distilled water to make a thin slurry, and 
heat on a steam bath for 30 minutes with 
intermittent stirring. Stir well initially to 
insure that all the adsorbent is-completely 
wetted. Using a Buchner funnel and a filter 
paper (Schleicher & Schuell No. 597, or equiv­
alent) of suitable diameter, filter with suc­
tion. Continue suction until water no longer 
drips from the funnel. Transfer the adsorb­
ent to a glass trough lined with aluminum 
foil (free from rolling oil). Break up the 
magnesia with a clean spatula and spread out 
the adsorbent on the aluminum foil in a 
layer about 1 centimeter to 2 centimeters 
thick. Dry for 24 hours at 160° C ±1° C. 
Pulverize the magnesia with mortar and 
pestle. Sieve the pulverized adsorbent be­
tween 60-180 mesh. Use the magnesia re­
tained on the 180-mesh sieve.

Celite 545. Johns Mansville Company, dia- 
tomaceous earth, or equivalent.

Magnesium oxide-Celite 545 mixture 
(2+1) by weight. Place the magnesium oxide 
(60-180 mesh) and the Celite 545 in 2 to 1 
proportions, respectively, by weight in a 
glass-stoppered flask large enough for ade­
quate mixing. Shake vigorously for 10 min­
utes. Transfer the mixture to a glass trough 
lined with aluminum foil (free from rolling 
oil) and spread it out on a layer about 1 
centimeter to 2 centimeters thick. Reheat 
the mixture at 160° C ±1° C for 2 hours, and 
store in a tightly closed flask.

Sodium sulfate, anhydrous, A.C.S. reagent 
grade, preferably in granular form. For each 
bottle of sodium sulfate reagent used, estab­
lish as follows the necessary sodium sulfate 
prewash to provide such filters required in 
the method: Place approximately 35 grams 
of anhydrous sodium sulfate in a 30-milli­
liter course, fritted-glass funnel or in a 65- 
millimeter filter funnel with glass wool plug; 
wash with successive 15-milliliter portions of 
the indicated sovent until a 15-milliliter por­
tion of the wash shows 0.00 absorbance per 
centimeter path length between 280 mM and 
400 mu when tested as prescribed under “Or-, 
ganic solvents.” Usually three portions of 
wash solvent are sufficient.

Before proceeding with analysis of a Sam­
ple, determine the absorbance in a 5-centi­
meter path cell between 250 millimicrons and 
400 millimicrons for the reagent blank by 
carrying out the procedure, without an oil 
sample, recording the spectra after the ex­
traction stage and after the complete proce­
dure as prescribed. The absorbance per centi­
meter path length following the extraction 
stage should not exceed 0.02 in the wave­
length range from 280 m/i to 400 m/t; the 
absorbance per centimeter path length fol­
lowing the complete procedure should not 
exceed 0.02 in the wavelength range from 
280 m/i to 400 m/t. If in either spectrum the 
characteristic benzene peaks in the 250 m/i- 
260 m/i region are present, remove the ben­
zene by the procedure under “Organic sol­
vents” and record absorbance again.

Place 300 milliliters of dimethyl sulfoxide 
in a 1-liter separatory funnel and add 75 
milliliters of phosphoric acid. Mix the con­
tents of the funnel and allow to stand for 10 
minutes. (The reaction between the sulfoxide 
and the acid is exothermic. Release pressure 
after mixing, then keep funnel stoppered.) 
Add 150 milliliters of isooctane and shake to 
pre-equilibrate the solvents. Draw off the 
individual layers and store in glass-stoppered 
flasks.

Weigh a 20-gram sample of the oil and 
transfer to a 500-milliliter separatory funnel 
containing 100 milliliters of pre-equilibrated 
sulfoxide-phosphoric acid mixture. Com­
plete the transfer of the sample with small 
portions of preequilibrated isooctane to give 
a total volume of the oil and solvent of 75 
milliliters. Shake the funnel vigorously for 
2 minutes. Set up three 250-milliliter sep­
aratory funnels with each containing 30 mil­
liliters of pre-equilibrated isooctane. After 
separation of liquid phases, carefully draw 
off lower layer into the first 250-milliliter 
separatory funnel and wash in tandem with 
the 30-milliliter portions of isooctane con­
tained in the 250-milliliter separatory fun­
nels. Shaking time for each wash is 1 min­
ute. Repeat the extraction operation with 
two additional portions of the sulfoxide-acid 
mixture and wash each extractive in tandem 
through the same three portions of isooctane

Collect the successive extractives (300 mil­
liliters total) in a separatory funnel (pref­
erably 2-liter) containing 480 milliliters of 
distilled water; mix, and allow to cool for a 
few minutes after the last extractive has 
been added. Add 80 milliliters of isooctane 
to the solution and extract by shaking the 
funnel vigorously for 2 minutes. Draw off 
the lower aqueous layer into a second sep­
aratory funnel (preferably 2-liter) and re­
peat the extraction with 80 milliliters of 
isooctane. Draw off and discard the aqueous 
layer. Wash each of the 80-milliliter extrac­
tives three times with 100-milliliter portions 
of distilled water. Shaking time for each 
wash is 1 minute. Discard the aqueous 
layers. Filter the first extractive through 
anhydrous sodium sulfate prewashed with 
isooctane (see Sodium sulfate under “Re­
agents and Materials” for preparation of 
filter) into a 250-milliliter Erlenmeyer flask 
(or optionally into the evaporation flask). 
Wash the first separatory funnel with the 
second 80-milliliter isooctane extractive and 
pass through the sodium sulfate. Then 
wash the second and first separatory funnels 
successively with a 20-milliliter portion of 
isooctane and pass the solvent through the 
sodium sulfate into the flask. Add 1 mil­
liliter of n-hexadecane and evaporate the 
isooctane on the steam bath under nitrogen. 
Discontinue 'evaporation when not over 1 
milliliter of residue remains. To the residue, 
add a 10-milliliter portion of isooctane, re­
evaporate to 1 milliliter of hexadecane, and 
repeat this operation once.

Quantitatively transfer the residue with 
isooctane to a 200-milliliter volumetric 
flask, make to volume, and mix. Determine 
the absorbance of the solution in the 1-cen­
timeter pathlength cells compared to iso­
octane as reference between 280 m/i-400 m/t 
(take care to lose none of the solution in 
filling the sample cell). Correct the absorb­
ance values for any absorbance derived from 
reagents as determined by carrying out the 
procedure without an oil sample. If the cor­
rected absorbance doesVnot exceed the limits 
prescribed in this paragraph, the oil meets 
the ultraviolet absorbance specifications. If 
the corrected absorbance per centimeter 
pathlength exceeds the limits prescribed In 
this paragraph, proceed as follows:- Quan­
titatively transfer the isooctane solution to 
a 125-milliliter flask equipped with 24/40 
joint, and evaporate th e . isooctane on the

steam bath under a stream of nitrogen to 
a volume of 1 milliliter of hexadecane. Add 
10 milliliters of methyl alcohol and approxi­
mately 0.3 gram of sodiqm borohydride. 
(Minimize exposure of the borohydride to 
the atmosphere. A measuring dipper may 
be us$d.) Immediately fit a water-cooled 
condenser equipped with a 24/40 joint and 
with a drying tube into the flask, mix until 
the borohydride is dissolved, and allow to 
stand for 30 minutes at room temperature, 
with intermittent swirling. At the end of 
this period, disconnect the flask and evapo­
rate the methyl alcohol on the steam bath 
under nitrogen until the sodium borohydride 
begins to come out of the solution. Then add 
10 milliliters of isooctane and evaporate to a 
volume of about 2-3 milliliters. Again, add 
10 milliliters of isooctane and concentrate to 
a volume of approximately 5 milliliters. Swirl 
the flask repeatedly to assure adequate wash­
ing of the sodium borohydride residues.

Fit the tetrafluoroethylene polymer disc 
on the upper part of the stem of the chro­
matographic tube, then place the tube with 
the disc on the suction flask and apply the 
vacuum (approximately 135 millimeters Hg 
pressure). Weigh out 14 grams of the 2:1 
magnesium oxide-Celite 545 mixture and 
pour the adsorbent mixture into the chro­
matographic tube in approximately 3-centi­
meter layers. After the addition of each 
layer, level off the top of the adsorbent with 
a flat glass rod or metal plunger by pressing 
down firmly until the adsorbent is well 
packed. Loosen the topmost few millimeters 
of each adsorbent layer with the end of a 
metal rod before the addition of the next 
layer. Continue packing in this manner 
until ail the 14 grams of the adsorbent is 
added to the tube. Level off the top of the 
adsorbent by pressing down firmly with a 
flat glass rod or metal plunger to make the 
depth of the adsorbent bed approximately
12.5 centimeters in depth. Turn off the vac­
uum and remove the suction flask. Fit the 
500-milliliter reservoir onto the top of the 
chromatographic column and prewet the 
column by passing 100 milliliters of isooctane 
through the column. Adjust the nitrogen 
pressure so that the rate of descent of the 
isooctane coming off the column is between 
2-3 milliliters per minute. Discontinue pres­
sure just before the last of the isooctane 
reaches the level of the adsorbent. (Cau­
tion: Do not allow the liquid level to recede 
below the adsorbent level at any time.) Re­
move the reservoir and decant the 5-milli­
liter isooctane concentrate solution onto the 
column and with slight pressure again allow 
the liquid level to recede to barely above the 
adsorbent level. Rapidly complete the trans­
fer similarly with two 5-milliliter portions 
of isooctane, swirling the flask repeatedly 
each time to assure adequate washing of the 
residue. Just before the final 5-milliliter 
wash reaches the top of the adsorbent, add 
100 milliliters of isooctane to the reservoir 
and continue the percolation at the 2-3 mil­
liliters per minute rate. Just before the last 
of the isooctane reaches the adsorbent level, 
add 100 milliliters of 10 percent benzene in 
isooctane to the reservoir and continue the 
percolation at the aforementioned rate. Just 
before the solvent mixture reaches adsorbent 
level, add 25 milliliters of 20 percent benzene 
in isooctane to the reservoir and continue 
the percolation at 2—3 milliliters per minute 
until all this solvent mixture has been re­
moved from the column. Discard all the 
elution solvents collected up to this point. 
Add 300 milliliters of the acetone-benzene- 
water mixture to the reservoir and percolate 
through the column to eluate the polynu­
clear compounds. Collect the eluate in a 
clean 1-liter separatory funnel. Allow the 
column to drain until most of the solvent 
mixture is removed. Wash the eluate three
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times with 300-milliliter portions of distilled 
water, shaking well for each wash. (The ad­
dition of small amounts of sodium chloride 
facilitates separation.) Discard the aqueous 
layer after each wash. After the final separa­
tion, filter the residual benzene through an­
hydrous sodium sulfate pre-washed with 
benzene (see Sodium sulfate under “Re­
agents and Materials” for preparation of fil­
ter) into a 250-milliliter Erlenmeyer flask (or 
optionally into the evaporation flask). Wash 
the separatory funnel with two additional 
20-milliliter portions of benzene which are 
also filtered through the sodium sulfate. Add 
1 milliliter of n-hexadecane and completely 
remove the benzene' by evaporation under 
nitrogen, using the special procedure to 
eliminate benzene as previously described 
under “Organic- solvents/’ Quantitatively 
transfer the residue with isooctane to a 200- 
milliliter volumetric flask and adjust to vol­
ume. Determine the absorbance of the solu­
tion in the 1-centimeter pathlength cells 
compared to isooctane as reference between 
250 m/i—400 m/i. Correct for any absorbance 
derived from the reagents as determined by 
carrying out the procedure without an oil 
sample. If either spectrum shows the char­
acteristic benzene peaks in the 250 m/i-260 
m/i region, evaporate the solution to remove 
benzene by the procedure under “Organic 
solvents.” Dissolve the residue, transfer 
quantitatively, and adjust to volume in iso­
octane in a 200-milliliter volumetric flask. 
Record the absorbance again. If the cor­
rected absorbance does not exceed the limits 
proposed in this paragraph, the oil meets the 
proposed ultraviolet absorbance specifica­
tions.

(d) Mineral oil identified in paragraph
(d) (1) of this section m a y  be used as 
provided in paragraph (d) (2) of this 
section.

(1) T h e  mineral oil consists of virgin 
petroleum distillates refined to meet the 
following specifications:

(1) Distillation endpoint at 760 milli­
meters pressure not to exceed 700° P, 
with a m a x i m u m  residue not to exceed 2 
percent, as determined by A S T M  Method 
D  86-IP 123.

(ii) Ultraviolet absorbance limits as 
follows as determined by the m*ethod 
described in paragraph (d) (3) of this 
section.

Maximum absorbance 
per centimeter

Wavelength (m/i) : optical pathlength
280 to 299___ _______________ ____  2. 3
300 to 319— ___________ —  _ 1.2
320 to 359______________________  . 8
360 to 400— ________ __________  .3

(iii) Pyrene content not to exceed a 
m a x i m u m  of 25 parts per million as de­
termined by the method described in 
paragraph (d) (3) of this section.

(2) T h e  mineral oil m a y  be used only 
in the processing of jute fiber employed 
in the production of textile bags in­
tended for use in contact with the fol­
lowing types of food: D r y  grains and 
dry seeds (for example, beans, peas, rice, 
and lentils) ¡'whole root crop vegetables 
of the types identified in 40 C F R  180.34
(f); unshelled and shelled nuts (includ­
ing peanuts); and dry animal feed. T h e  
finished processed jute fiber shall con­
tain no more than 6 percent by weight 
of residual mineral oil.

(3) T h e  analytical method for deter­
mining ultraviolet absorbance limits and 
pyrene content is as follows:

I. Apparatus. A. Assorted beakers, separa­
tory funnels fitted with tetrafluoroethylene 
polymer stopcocks, and graduated cylinders.

B. Volumetric flasks, 200-milliliter.
C. A chromatographic column made from 

nominal 1.3 centimeters outside diameter x 
75 centimeters glass tubing tapered at one 
end and joined to. a 2-millimeter-bore' tetra- 
fluorethylene polymer stopcock. The oppo­
site end is flanged and joined to a female 
24/40 standard taper fitting. This provides 
for accommodating the 500-milliliter reser­
voir described in item E below.

D. A chromatographic column made from 
nominal 1.7 centimetre outside diameter x 
115 centimeters glass tubing tapered at one 
end and joined to a 2-millimeter-bore tetra- 
fiuorethylene polymer stopcock. The oppo­
site end is flanged and joined to a 2.5 centi­
meters outside diameter x 9.0 centimeters 
glass tube having a female 24/40 standard 
taper fitting. This provides for accommodat­
ing the 500-milliliter reservoir described in 
item I. E below.

E. A 500-milliliter reservoir having a 24/40 
standard taper male fitting at bottom and 
a suitable ball joint at the top for con­
necting to the nitrogen supply. The female 
fitting of the chromatographic column^ de­
scribed in items I. C and D above and the 
male fitting of the reservoir described in this 
item E should both be equipped with glass 
hooks.

(Note: Rubber stoppers are,not to be used. 
Stopcock grease is not to be used on ground- 
glass Joints in this method.)

P. A spectrophotometer equipped to auto­
matically record absorbance of liquid sam­
ples in 1-centimeter pathlength cells in the 
spectral region of 280-400 m/i with a spectral 
slit width of 2 m/i or less. At an absorbance 
level of about 0.4, absorbance measurements 
shall be repeatable within ±0.01. and accu­
rate within ±0.05. Wavelength measurements 
shall be repeatable with ±0.2 m/t and accu­
rate within ±1.0 m/t. Instrument operating 
conditions are selected to realize this per­
formance under dynamic (automatic) re­
cording operations. Accuracy of absorbance 
measurements are determined at 290, 345, 
and 400 m/i, using potassium chromate as 
the reference standard. (National Bureau of 
Standards Circular 484, Spectrophotometry, 
U.S. Department of Commerce, 1949.)

G. Two fused quartz cells having path- 
lengths of 1.00 ±  0.005 centimeter or better.

II. Purity of reagents and materials. Rea­
gent-grade chemicals shall be used in all 
tests. It is further specified that each chemi­
cal shall be tested for purity in accordance 
with the instruction given under “Reagents 
and Materials” in. I l l  below. In addition, a 
blank run by the procedure shall be made 
on each purified lot of reagents and ma­
terials. Unless otherwise indicated, references 
to water shall be understood to mean dis­
tilled water.

III. Reagents and materials — A. Organic 
solvents. All solvents used throughout the 
procedure shall meet the specifications and 
tests described in this section III. The iso­
octane, benzene, cyclohexane, nitromethane, 
and n-hexadecane designated shall pass the 
following test: To the specified quantity of 
solvent in a 150-milliliter beaker, add 1 milli­
liter of purified n-hexadecane and evaporate 
on the steam bath under a stream of nitro­
gen. Discontinue evaporation when not over 
1 milliliter of residue remains (to the resi­
due from benzene and nitromethane add a 
10-milliliter portion of purified isooctane, re­
evaporate, and repeat once to insure com­
plete removal of solvent). Dissolve the 1 
milliliter of n-hexadecane residue in isooc­
tane and make to 10-milliliter volume. De­
termine the absorbance in l.Q-centimeter 
pathlength cells compared to water as ref­

erence. The absorbance of the solution of 
solvent residue shall not exceed 0.05 between 
280 and 400 m/t.

1. Isooctane (2,2,4-trimethylpentane). Use 
240 milliliters for the above test. Purify, if 
necessary, by passage through a column of 
activated silica gel.

2. Benzene. Use 200 milliliters for the 
above test. Purify, if necessary, by distilla­
tion or otherwise.
; 3. Cyclohexane. Use 70 milliliters for the 

above test. Purify, if necessary, by distilla­
tion, silica gel percolation, or otherwise.

4. Nitromethane. Use 125 milliliters for the 
above test. Purify, if necessary, by distilla­
tion or otherwise.

5. n-Hexadecane. Determine the absorb­
ance on this solvent directly. Purify, if neces­
sary, by silica gel percolation or otherwise.

B. Other■ materials—1. Pyrene standard 
reference. Pyrene, reagent grade, melting 
point range 150—152° C. (Organic Chemical 
3627, Eastman Kodak Co., Rochester, N.Y., 
or equivalent). The standard reference ab­
sorbance is the absorbance at 334 millimi­
crons of a standard reference solution of 
pyrene containing a concentration of 1.0 
milligram per liter in purified isooctane 
measured against isooctane of the same spec­
tral purity in 1.0-centimeter cells. (This 
absorbance will be approximately 0.28.)

2. Chrysene solution. Prepare a solution at 
a concentration of 5.0 milligrams per liter 
by dissolving 5.0 milligrams of chrysene in 
purified isooctane in a 1-liter volumetric 
flask. Adjust to volume with isooctane.

3. Nitrogen gas. Water pumped or equiva­
lent purity, cylinder with regulator, and 
valve control flow at 5 p.s.i.

4. Silica gel. 100-200 mesh (Davison Chem­
ical, Baltimore, Md., Grade 923, or equiva­
lent) , purified and activated by the following 
procedure: Place about 1 kilogram of silica 
gel in a large column and wash with contami­
nant-free benzene until a 200-milliliter 
sample of thé benzene coming off the column 
will pass the ultraviolet absorption test for 
benzene. This test is performed as stipulated 
under "Organic solvents” in A under III 
above. When the silica gel has been suffi­
ciently cleaned, activate the gel before use by 
placing the 1-kilogram batch in a shallow 
container in a layer no greater than 1 inch 
in depth and heating in an oven (Caution! 
Explosion Hazard) at 130° C. for 16 hours, 
and store in a vacuum desiccator. Reheating 
about once a week is necessary if the silica gel 
is repeatedly removed from the desiccator.

5. Aluminum oxide (Aluminum Co. of 
America, Grade P—20, or equivalent grade) . 
80-200 mesh, purified and activated by the 
following procedure: Place about 1 kilogram 
of aluminum oxide in a large column and 
wash with contaminant-free benzene until a 
200-milliliter sample of the benzene coming 
off the column will pass the ultraviolet ab­
sorption test for benzene. This test is 
performed as stipulated under "Organic sol­
vents” in A under III above. (Caution! Re­
move Benzene From Adsorbent Under Vac­
uum To Minimize Explosion Hazard in 
Subsequent Heating!) When the aluminum 
oxidë has been sufficiently cleaned and freed 
of solvent, activate it before use by placing 
the 1-kilogram batch in a shallow container 
in a layer no greater than 1 inch in depth. 
Heat in a oven at 130° C for 16 hours. Upon 
removal from heat, store at atmospheric pres­
sure over 80 percent (by weight) sulfuric 
acid in a desiccator for at least 36 hours be­
fore use. This gives aluminum oxide with be­
tween 6 to 9.5 percent volatiles. This is de­
termined by heating a weighed sample of the 
prepared aluminum oxide at 2,000° F for 2 
hours and then quickly reweigh ing. To Insure 
the proper adsorptive properties of the alu­
minum oxide, perform the following test: j
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a. Weigh 50 grams ± 1  gram of the ac­

tivated aluminum oxide and pack Into the 
chromatographic column (1.3 centimeters x 
75 centimeters) described under “Apparatus” 
in C under I above. Use glass wool at the 
column exit to prevent the aluminum oxide 
from passing through the column.

b. Place a 250-milliliter graduated cylinder 
under the column to measure the amount 
of eluate coming from the column.

c. Prewet the aluminum oxide by passing 
40 milliliters of isooctane through the 
column. Adjust the nitrogen pressure so that 
the rate of descent of the isooctane coming 
off the column is between 1.5 to 2.5 milli­
liters per minute.

d. Just prior to the last of the isooctane 
reaching the top of the aluminum oxide bed, 
add 10 milliliters of the isooctane solution 
containing 5.0 milligrams of chrysene per 
liter.

e. Continue percolation until the isooctane 
is just above the aluminum oxide. Then add 
200 milliliters of a mixture of benzene and 
isooctane (33% percent benzene and 66% 
percent isooctane by volume) to the reservoir 
and continue percolation.

f. Continue percolation, collecting the 
eluates (40 milliliters of the prewet solution,
10 milliliters of the sample solution, and 200 
milliliters of the gradient solution) in the 
250-milliliter graduated cylinder until the 
level of the gradient solution is Just above 
the aluminum oxide. Add 200 milliliters of 
the eluting solution of benzene and isooctane 
(90 percent benzene and 10 percent isooctane 
by volume) to the column and continue 
collecting until a total of 250 milliliters of 
solution has been obtained. This may be 
discarded. Now begin to collect the final 
eluate.

g. Place a 100-milliliter graduated cylinder 
under the column and continue the percola­
tion until a 100-milliliter eluate has been 
obtained.

h. Measure the amount of chrysene in this 
100-milliliter fraction by ultraviolet analysis. 
If the aluminum oxide is satisfactory, more 
than 80 percent of the original amount of 
chrysene should be found in this fraction. 
( N o t e : If the amount oif chrysene recovered 
is less than 80 percent, the original batch of 
aluminum oxide should be sieved between 
100-160 mesh. Activation and testing of this 
sieved batch should indicate a satisfactory 
aluminum oxide for use.)

IV. Sampling. Precautions must be taken 
to insure that an uncontaminated sample of 
the mineral oil is obtained since ultraviolet 
absorption is very sensitive to small amounts 
of extraneous material contaminating the 
sample through careless handling.

V. Procedure. A. Blank. Before proceeding 
with the analysis of a sample, determine the 
absorbaxjce of the solvent residues by carry­
ing out the procedure without a sample.

B. Sample. 1. Weigh out 20.0 grams ±0.1 
gram of the mineral oil into a beaker and 
transfer to a 250-milliliter separatory funnel 
fitted with a tetrafluoroethylene polymer 
stopcock, using enough cyclohexane (25 mil­
liliters) to give a final total volume of 50 
milliliters (mineral oil plus cyclohexane).

2. Add 25 milliliters of nitromethane satu­
rated with cyclohexane and shake by hand 
vigorously for 3 minutes. Recover the lower 
nitromethane layer in a 150-milliliter beaker 
containing 1 milliliter of n-hexadecane and 
evaporate on the steam bath under nitrogen. 
Repeat the extraction four more times, re­
covering each extract in the 150-milliliter 
beaker. Exercise care not to fill the beaker to 
such a capacity that solvent losses may occur. 
Evaporate the combined nitromethane ex­
tracts to 1 milliliter of n-hexadecane residue 
containing the nitromethane-soluble mineral
011 extractives. ( N o t e : Complete removal of 
the nitromethane is essential. This-can be

assured by two successive additions of 5 mil­
liliters of isooctane and reevaporation.)

3' Remove the beaker from the steam bath 
and allow to cool.

4. Weigh 50 grams ± 1  gram of activated 
aluminum oxide and pack into the chromato­
graphic column (1.8 centimeters x 75 centi­
meters) described under “Apparatus” in C 
under! above. ( N o t e : A small plug of glass 
wool is placed at the column exit to prevent 
the aluminum oxide-from passing through 
the column. After adding aluminum oxide, 
tap the column lightly to remove air voids. 
All percolations using aluminum oxide are 
performed under nitrogen pressure. The 500- 
milliliter reservoir described under “Appara­
tus” in E under I above is to be used to hold 
the elution solvents.)

5. Prewet the column by adding 40 milli­
liters of isooctane to the column. Adjust 
nitrogen pressure so that rate of descent of 
the isooctane coming off the column is 2.0 to
3.0 milliliters per minute. Be careful to main­
tain the level of solvent in the reservoir to 
prevent air from entering the aluminum 
oxide bed. New or additional solvent is added 
just before the last portion of the previous 
solvent enters the bed. To minimize possible 
photo-oxidation effects, the following pro­
cedures (steps 6 through 18) shall be carried 
out in subdued light.

fi. Before the last of the isooctane reaches 
the top of the aluminum oxide bed, release

glass-stoppered Erlenmeyer flask. Add to the 
silica gel 46.2 grams (41 milliliters) of nitro­
methane. Stopper and shake the flask vigor­
ously until no lumps of silica gel áre observed 
and then shake occasionally during a period 
of 1 hour. The resultant nitromethane- 
treated silica gel is 29 weight-percent nitro­
methane and 71 weight-percent silica gel.

15. Place á small plug of glass wool in the 
tapered end of the 1.7 centimeters outside 
diameter x 115 centimeters column, described 
under "Apparatus” in D of I above, adjacent 
to the stopcock to prevent silica gel from 
passing through the stopcock. Pack the ni- 
tromethane-treated silica gel into the 
column, tapping lightly. The resultant silica 
gel bed should be about 95 centimeters in 
depth. Place into a flask 170 milliliters of 
isooctane saturated with nitromethane.

16. Place a 100-mi)liliter graduated cylin­
der under the column and transfer the 
residue from the beaker in procedure step 13 
above with several washes of the 170 milli­
liters of isooctane, saturated with nitro­
methane, onto the top of the column. (Total 
volume of washes should be no greater 
than 10 to 15 milliliters.) Permit iso­
octane solution to enter the silica gel bed 
until the liquid level is at the top bed level. 
Place the remaining amount of the 170 milli­
liters of isooctane, saturated with nitro­
methane, in the reservoir above the bed for 
percolation through the silica gel. Apply

the nitrogen pressure and turn-off the s t o p N « ^ ^ ^ pressure to the top of the column,
cock on the column. Transfer the n-hexa­
decane residue from the 150-milliliter beaker 
from procedure step 3 above onto the col­
umn, using several washes of isooctane 
(total volume of washes should be no greater 
than 10-15 milliliters).

7. Open the stopcock and continue percola­
tion until the isooctane is about 1 centimeter 
above the top of the aluminum oxide bed. 
Add 200 milliliters of isooctane to the res­
ervoir, and continue the percolation at the 
specified rate.

8. Just before the isooctane surface reaches 
the top of the aluminum oxide bed, add 200 
milliliters of a mixture of benzene and iso­
octane (33% percent benzene and 66% per­
cent isooctane by volume) to the reservoir, 
and continue the percolation.

9. Just before the surface of this mixture 
reaches the top of.the aluminum oxide bed, 
release the nitrogen pressure; turn off the 
stopcock, and discard all the elution solvents 
collected up to this point.

10. Add to the reservoir 300 milliliters of a 
mixture of benzene and isooctane (90 per­
cent benzene and 10 percent isooctane by 
volume), place a 25-milliliter graduated 
cylinder under .the column, continue the 
percolation until 20 milliliters of eluate has 
been collected, and then discard the eluate.

11. At this point, place a clean 250-milli­
liter Erlenmeyer flask under the column. 
Continue the percolation and collect all the 
remaining eluate.

( N o t e : Allow the column to drain com­
pletely. An increase in the nitrogen pressure 
may be necessary as the last of the solvent 
comes off the column.)

12. Place 1 milliliter of n-hexadecane into 
a 150-milliliter beaker. Place this onto a 
steam bath under a nitrogen stream and 
transfer in small portions the eluate from 
step 11 above. Wash out the Erlenmeyer flask 
with small amounts of benzene and transfer 
to the evaporation beaker.. Evaporate until 
only 1 milliliter of hexadecane residue re­
mains. ( N o t e : Complete removal of the ben­
zene is essential. This can be assured by two 
successsive additions of 5 milliliters of isooc­
tane and reevaporatiop.)

13. Remove the beaker from the steam 
bath and cool.

14. Place a sample of 113.5 grams activated 
100- 200-mesh silica gel in a 500-milliliter

adjusting the pressure so that the isooctane 
is collected at the rate of 2.5 to 3.5 millilitérs 
per minute, and percolate isooctane through 
the bed until a quantity of 75.0 milliliters of 
eluate is collected. Discard the 75 milliliters 
of eluate. Turn off the stopcock and add 250 
milliliters of benzene to the reservoir above 
the bed. Use a 400-milliliter beaker to col­
lect the remaining eluate.

17. Open the stopcock, renew the pres­
sure, and percolate the remaining iso­
octane and benzene through the column 
eluting the remaining aromatics. Transfer 
the eluate in small portions from the 400 
milliliter beaker to a 150-milliliter beaker 
containing 1 milliliter of n-hexadecane and 
evaporate on the steam bath under nitrogen. 
Rinse the 400-milliliter beaker well with 
small portions of isooctane to obtain a com­
plete transfer.

( N o t e : Complete removal of the nitrometh­
ane and benzene is essential. This can be 
assured by successive additions of 5 milli­
liters of isooctane and reevaporation.)

18. Transfer the residue with several 
washes of isooctane into a 200-milliliter 
volumetric flask. Add isooctane- to mark.

19. Record the spectrum of the sample 
solution in a 1-centimeter cell compared to 
isooctane from 270 to 400 m/t. After making 
necessary corrections in the spectrum for 
cell differences and for the blank absorbance, 
record the maximum absorbance in each of 
the wavelength intervals (m/i), 280-299, 
300-319, 320-359, 360-400.

a. If the spectrum then shows no dis­
cernible peak corresponding to the absorb­
ance maximum of the pyrene reference 
standard solution at 334 m/t, the maximum 
absorbances in the respective wavelength in­
tervals recorded Shall not exceed those 
prescribed in paragraph (d) (1) (ii) of this 
section.

b. If such a peak is evident in the spec­
trum of the sample solution, and the spec­
trum as a whole is not incompatible with 
that of a pyrene contaminant yielding such 
a peak of the observed absorbance, calculate 
the concentration of pyrene that would yield 
this peak (334 m/t) by the base-line technique 
described in ASTM Method E-169—60T, Cor­
rect each of the maximum absorbances in 
the respective specified wavelength intervals
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(c) T h e  additive is used as follows:by subtracting the absorbance due to pyrene, 
determined as follows:

Absorbance due to pyrene =  c PXSasp
Where:
Cp=Calculated concentration of pyrene in 

sample solution;
Sp=Concentration of pyrene reference stand- , 

ard solution in same units of concentra­
tion;

Sa=Absorbance of pyrene reference standard 
solution at wavelength of m a x im u m  ab­
sorbance of sample solution in the respec­
tive specified wavelength intervals.

Also calculate the pyrene content of the oil 
sample in parts per million as follows:
_  , v 200/1000 XCPyrene content (p.p.m.) =-——----------- =  10C,

- '  20/1000 ’ 
Where:
C=Calculated concentration of pyrene in 

milligrams per liter of sample solution.
c. The pyrene content so determined shall 

not exceed 25 p.p.m. The maximum absorb­
ances corrected for pyrene content as de­
scribed in this step 19 for each of the specified 
wavelength intervals shall not exceed the 
limits prescribed in paragraph (d) (1) (ii) pf 
this section.

d. If the spectrum as a whole of the sample 
solution is in any respect clearly incompat­
ible with the presence of pyrene as the source 
of the peak at 334 m^, then the maximum 
absorbances in the respective wavelength in­
tervals without correction for any assumed 
pyrene content shall not exceed the limits 
prescribed in paragraph (d)(1) (ii) of this 
section.
§ 178.3650 Odorless light petroleum  

hydrocarbons.
Odorless light petroleum hydrocarbons 

m a y  be safely used, as a component of 
nonfood articles intended for use in con­
tact with food, in accordance with the 
following prescribed conditions:

(a) T h e  additive is a mixture of liquid 
hydrocarbons derived from petroleum or 
synthesized from petroleum gases. T h e  
additive is chiefly paraffinic, isoparaifinic, 
or naphthenic in nature.

(b) T h e  additive meets the following 
specifications:

(1) Odor is faint and not kerosenic.
(2) Initial boiling point is 300° F  

minimum;
(3) Final boiling point is 650° F  

m a x i m u m .
(4) Ultraviolet absorbance limits de­

termined by method specified in 
§.178.3620(b) (1) (ii), as follows:

Maximum,
absorbance

per
centimeter

optical
Wavelength (M/t): pathlength

280 to 289________________•_*____  4. 0
290 to 299_______ ____■_______ _ 3. 3
300 to 329__________ t,____ _ 2. 3
330 to 360____________________ . 8

Use
As a plasticizer and absorber oil in the manu­

facture of polyolefin articles authorized for 
food contact use.

As a lubricant of fibers of textiles authorized 
for food contact use.

As a component of adhesives___________ ____
As a defoamer in the manufacture of paper 

and paperboard.
As a defoamer in coatings____ ______ _____

§ 178.3700 Petrolatum.
Petrolatum m a y  be safely used as a 

component of nonfood articles in contact 
with food, in accordance with the follow­
ing conditions:

(a) Petrolatum complies with the 
specifications set forth in the U.S. Ph a r ­
macopeia X V I I  for white petrolatum or 
in T h e  National Formulary XII for 
yellow petrolatum.

(b) Petrolatum meets the following 
ultraviolet absorbance limits w h e n  sub­
jected to the analytical procedure de­
scribed in § 172.886(b) of this chapter:

Ultraviolet absorbance per centimeter 
path length:
Millimicrons: Maximum

280 to 289__ ___________________  0. 25
290 to 299_______ ____ _________  . 20
300 to 359____________________ _ . 14
36P to 400___ _________________ _ .04

(c) It is used or intended for use as 
a protective coating of the surfaces of 
metal or woo d  tanks used in fermenta­
tion process, in a n  a m o u n t  not in excess 
of that required to produce its intended 
effect.

(d) Petrolatum as defined by this sec­
tion m a y  be used for the functions de­
scribed and within the limitations pre­
scribed by specific regulations in Parts 
175, 176, 177, and 178 of this chapter 
which prescribe uses of petrolatum. For 
the purpose of cross-reference, such spe­
cific regulations include: §§ 175.105, 
175, 176, 177, and 178 of this chapter 
177.2600, and 177.2800 of this chapter 
and § 178.3570.

(e) Petrolatum m a y  contain any anti­
oxidant permitted in food by regulations 
issued pursuant to section 409 of the act, 
in an a m o u n t  not greater than that re­
quired to produce its intended effect.
§ 178.3710 Petroleum wax.

Petroleum w a x  m a y  be safely used as 
a component of nonfood articles in con­
tact with food, in accordance with the 
following conditions:

(a) Petroleum w a x  is a mixture, of 
solid hydrocarbons, paraffinic in nature, 
derived from petroleum, and refined to 
meet the specifications prescribed in this 
section.

Limitations
In an amount not to exceed that required 

to produce intended effect, consistent with 
good manufacturing practice.

At a use level not to exceed 0.15 percent by 
weight of finished fibers.

Complying with § 175.105 of this chapter.
Complying with § 176.210 of this chapter.

Complying with § 176.200 of this chapter.

(b) T h e  petroleum w a x  meets the fol­
lowing ultraviolet absorbance limits 
w h e n  subjected to the analytical proce­
dure described in § 172.886(b) of this 
chapter/

Ultraviolet absorbance per centimeter 
path length:
Millimicrons : Maximum

280 to 289_______________— ___  0.15
290 to 299___ ____ ,_____________  . 12
300 to 359___    .08
360 to 400________     .02

(c) Petroleum w a x  m a y  contain any 
antioxidant permitted in food by regula­
tions issued in accordance with section 
409 of the act, in an a m o u n t  not greater 
than that required to produce its in­
tended effect.

(d) Petroleum w a x  m a y  contain a 
total of not mo r e  than 1 weight percent 
of residues of the following polymers 
w h e n  such residues result from use of 
the polymers as processing aids (filter 
aids) in the production of the petroleum 
wax. Homopolymers and/or copolymers 
derived from one or m o r e  of the mixed 
n-alkyl (Ci2, Cl4, Cl6, and Cis) methacry­
late esters where the Cia and C m  alkyl 
groups are derived from coconut oil and 
the C m  and C «  groups are derived from 
tallow.

(e) Petroleum w a x  m a y  contain 2- 
hydroxy-4-n-octoxybenzophenone as a 
stabilizer at a level not to exceed 0.01 
weight percent of the petroleum wax.
§ 178.3720 Petroleum wax, synthetic.

Synthetic petroleum w a x  m a y  be safely 
used in applications and Under the s a m e  
conditions where naturally derived pe­
troleum w a x  is permitted in Subchapter 
B  of this chapter as a component of arti­
cles intended to contact food, provided 
that the synthetic petroleum w a x  meets 
the definition and specifications pre­
scribed in § 172.888 of this chapter.
§ 178.3730 Piperonyl butoxide and py- 

rethrins as components o f bags.
Piperonyl butoxide in combination 

with pyrethrins m a y  be safely used for 
insect control on bags that are intended 
for use in contact with dried feed in c o m ­
pliance with §§ 561.310 a n d  561.340 of 
this chapter, or that are intended for use

m
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in contact with dried food in compliance 
with §§ 193.60 and 193.390 of this chapter.
§ 178.3740 Plasticizers in  polymeric 

substances.
Subject to the provisions of this reg­

ulation, the substances listed in para­
graph (b) of this section m a y  be safely 
used as plasticizers in polymeric sub­
stances used in the manufacture of

articles or components of articles in­
tended for use in producing, manufactur­
ing, packing, processing, preparing, 
treating, packaging, transporting, or 
holding food.

(a) T h e  quantity used shall not exceed 
the a m o u n t  reasonably required to ac- 
compish the intended technical effect.

(b) List of substances:

S u b s ta n c e s L im ita t io n s

Butylbenzÿl phthalate.

1,3-Butylene glycoladipicacid polyester 
(1,700-2,200 molecular weight) termr- 
nated with a 16 percent by weight 
mixture of myristic, palmitic,' and 
stearic acids.

Di(C?, C»-alkyl) adipate, in which the 
C7, C» alkyl groups are derived from 
linear alpha olefins by the oxo process.

JDi-n-alkyl adipate made from C»-C»-Cio 
(predominately C» and C10) or C»-Cio 
synthetic fatty alcohols complying 
with § 172.864 of this chapter.

Dicyclohexyl phthalate.

Di(2-ethylhexyl) adipate. 
Diisononyl adipate___ __

For use only:
1. As provided in §§ 175.105 and 176.180 of this chapter.
2. In  polymeric substances used in  food-contact articles complying with

§§ 175.300, 175.320, or 176.170 of this chapter: P ro v id e d , T hat the 
bu ty l benzyl phthalate contains not more than  1 percent by weight 
of dibenzyl phthalate.

3. In  polymeric substances used in other permitted food-contact articles:
P r o v id e d , T ha t the  butyl'benzyl phthalate contains not more than 
1 percent by weight of dibenzyl phthalate; and P r o v id e d  f u r th e r ,  
T hat the finished food-contact article, when extracted w ith the 
solvent or solvents characterizing the  type of food and under the 
conditions of tim e and temperature characterizing the conditions 
of its intended use as determined from tables 1 and 2 of § 175.300(d) 
of this chapter, shall yield net chloroform-soluble extractives n o t to 
exceed 0.5 mg. per square inch, as determined by the  methods 

-  prescribed in-§ 175.300(e) of this chapter.
For use a t levels not exceeding 33 percent by weight of polyvinylchloride 

homopolymers used in  contact w ith food (except foods th a t contain 
more th an  8 percent of alcohol) a t temperatures not to  exceed room 
tem perature. The average thickness of such homopolymers in  the  form 
in  which they contact food shall not exceed 0.004 inch.

For use only under the conditions listed below, and' excluding use as a 
component of resinous and polymeric coatings described in  § 175.300 of 
th is chapter.
1. A t levels not to  exceed 24 percent by  weight of perm itted vinyl chloride

homo- and/or copolymers used in  contact w ith nonfatty foods. The 
average thickness of such polymers in the  form 'in which they con­
tact food shall not exceed 0.005 inch.

2. A t levels not to exceed 24 pet by weight of perm itted vinyl chloride
homo- and/or copolymers used in  contact, under conditions of use 
F  and Q described in  table 2 of § 176.170(c) of this chapter, with 
fatty foods having a fat and oil content not exceeding a total of 
40 pet by weight. The a v e r s e  thickness of such polymers in the 
form in which they contact food shall not exceed 0.005 inch.

3. A t levels not exceeding 35 pet by weight of perm itted vinyl chloride
homo- and/or copolymers used in contact w ith nonfatty foods. The 
average thickness of such polymer in the  form-in which they contact 
food shall not exceed 0.002 inch.

4. A t levels not exceeding 35 pet by  weight of permitted vinyl chloride
homo- and/or copolymers used in  contact, under conditions of use 
F  and G described in  table- 2 of § 176.170(c) of this chapter with 
fatty  foods having a fat and oil content not exceeding a total of 
40 pet by  weight. The average thickness of such polymers in the 
form in which they contact food shall not exceed 0.002 inch.

For use only:
1. A t levels not exceeding 24 pet by  weight of perm itted vinyl chloride.

homo- and/or copolymers used in contact w ith nonfatty foods. The 
average thickness of such polymers in the form in which they con­
tact food shall not exceed 0.005 inch.

2. A t levels not exceeding 24 pet by weight of perm itted vinyl chloride
homo- and/or copolymers used in  contact, under .conditions of use 
F  and G described in table 2 of § 176.170(c) of this chapter, with 
fatty  foods having a fat and oil content not exceeding a total of 
40 pet by weight. The average thickness of such polymers in the 
form in which they contact food shall not exceed 0.005 inch.

3. A t levels not exceeding 35 pet by weight of perm itted vinyl chloride
homo- and/or copolymers used in contact w ith nonfatty foods. The 
average thickness of such polymers in the form in which they con-' 
tact food shall not exceed 0.002 inch.

4. At levels not exceeding 35 pet by weight of perm itted vinyl chloride
homo- a n d /o r  copolym ers used  in  c o n tac t, u n d er condi­
tio n s  o f u se  F  an d  G described  in  table_2 o f § 176 .170 (c) 
o f th is  ch ap te r , w ith  f a t ty  foods h av in g  a  f a t  a n d  o il 
c o n te n t n o t. exceed ing  a  to ta l  o f 40 p e t by w eigh t. T he  
av e rag e  th ick n ess  o f such  po lym ers in  w hich  th e y  con­
ta c t  food s h a ll n o t exceed 0.002 inch.

For use only:
1. As provided in  §§ 175.105,176.170,176.180, and 177.1200 of th is  chapter.
2. Alone or in combination with other phthalates, in plastic film 01 sheet

prepared from polyvinyl acetate, polyvinyl chloride, and/or viny 
chloride copolymers complying w ith § 177.1980 of this chapter. Such 
plastic film or sheet shall be used in contact w ith food at tem pera­
tures not to exceed room tem perature and shall contain no more 
than  10 pet by  weight of total phthalates, calculated as phthalic acid. 

For use only:
1. A t levels not exceeding 24 pet by weight of perm itted vinyl chloride

homo- and/or copolymers used in contact w ith nonfatty, nonalco­
holic foods. The average thickness of such polymers in the form in 
which they contact food shall not exceed 0.005 inch.

2. A t levels not exceeding 24 pet by weight of perm itted vinyl chloride
homo- and/or copolymers used in contact under conditions of use F 
and G described in table 2 of § 176.170(c) of this chapter w ith fatty, 
nonalcoholic foods having a fat and oil content not exceeding a total 
of 30 pet by  weight. The average thickness of such polymers in the 
form in which they contact food shall not exceed 0.005 inch.

3. A t levels not exceeding 35 pet by weight of perm itted vinyl chloride
homo- and/or copolymers used in contact w ith nonfatty, nonalco­
holic foods. The average thickness of such polymers in the  form in 
which they contact food shall not exceed 0.002 inch.

4. A t levels not exceeding 35 pet by  weight of perm itted vinyl chloride
homo- and/or copolymers used-in contact, under conditions of use F  
and G described in table 2 of § 176.170(c) of this chapter w ith fatty, 
nonalcoholic foods having a fat and oil content not exceeding a total 
of 40 pet by  weight. The average thickness of such polymers in the 
form In which they contact food shall not exceed 0.002 inch.
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S u b s ta n c e s

Diisononyl phthalate.

Di(2-ethylhexyl) azelate.

Di-n-hexy 1 azelate.

Dihexyl phthalate - _ 

Diphenyl phthalate !

Epoxidized butyl esters of linseed oil 
fatty acids.

Epoxidized linseed o i l . ............
Mineral oil, white______________1.11”
Polybutene, hydrogenated (m in im u m  

viscosity a t 210° F . 39 Saybolt Uni­
versal seconds, as determined by 
ASTM Methods D-445 and D-2161; 
and bromine num ber of 3 or less, as 
determined by ASTM Method D - 
1492)..

Pol.visobutylene (mol weight300-5,000).

Polyisobutylene complying w ith § 177.- 
1420 of this chapter.

Propylene glycol azelate (average mol. 
weight 3,000).

Triethylene glycol__________________
2,2,4-Trimethyl-l, 3-pentanediol diiso- 

butyrate:

L im i ta t io n s
F or use only a t levels not exceeding 43 pet by weight of permitted vinyl 

chloride homo- and/or copolymers used in contact w ith food only of the 
types identified in  § 176.170(c) of this chapter, Table 1, under categories 
I , H , IV -B, and V III, a t temperatures not exceeding room temperature. 
The average thickness of such polymers in the form in which they contact 
food shall not exceed 0.005 inch.

For use only:
1. A t levels not exceeding 24 put by weight of perm itted vinyl chloride

homo- and/or copolymers used in  contact w ith nonfatty, non­
alcoholic food. The average thickness of such polymers in the form in 
which they  contact food shall p o t exceed 0.003 inch.

2. A t levels not exceeding 24 pet by  weight of perm itted vinyl chloride
homo- and/or copolymers used in contact, under conditions of use 
F  and G described in table 2 of §'176.170(c) of this chapter, with 
fatty, nonalcoholic food having a fat and oil content not exceeding 
a total of 30 percent by weight. The average thickness of such poly­
mers in the form in which they contact food shall not exceed 0.003 
inch.

For use only:
1. In  polymeric substances used in contact w ith nonfatty food.
2. In  polymeric substances used in contact w ith fatty  food and limited

to  use a t levels not exceeding 15 pet by weight of such polymeric 
substance except as provided under lim itation 3.

3. At levels greater than  15 bu t not exceeding 21 pet by weight of per­
m itted  vinyl chloride homo- and/or copolymers used in contact, 
under conditions of use F  or G described in table 2 of § 176.170(e) of 
this chapter, w ith fatty  food having a fat and oil content not ex- 

- ceeding a total of 30 pet by weight. The average thickness of such 
polymers in the form in which they contact food shall not exceed 
0.003 inch.

For use only:
1. As provided in  § 175.105 of this chapter.
2. In  articles th a t contact food only of the types identified in § 176.170(c)

of this chapter, table 1, under categories I, II, IV -B, VI-B , and VIII. 
For use only:

1. As provided in § 175.105 of this chapter.
2. Alone or in  combination w ith other phthalates, in plastic film or sheet

prepared from polyvinyl acetate, polyvinyl chloride, and/or vinyl 
chloride copolymers complying w ith § 177.1980 of this chapter. Such 
plastic film or sheet shall be used in contact w ith food a t tempera­
tures not to  exceed room tem perature and shall contain no more than  
10 pet by weight of to ta l phthalates, calculated as phthalic.aeid. 

iodine number, maximum 5; oxirane oxygen, minimum 7.8 pet.

Iodine number, maximum 5; oxirane oxygen, m inimum 9-pct.
For use only:

E Ip  polymeric substances used in contact w ith non-fatty food.
2. In  polyethylene complying w ith § 177.1520 of this chapter and used in

contact w ith fa tty  food, provided thins the hydrogenated poly butene 
ls , e<I ^  an  am ount not to exceed 0.5 pet by  weight of the poly­
ethylene, and further provided th a t such plasticized polyethylene 
shall not be used as a  component of articles intended for packing or 
holding food during cooking.

3. In  polystyrene complying w ith § 177.1640 of this chapter and used in
con t ac t wi th  fatty  food, provided th a t the hydrogenated polybutene 
is added in an amount not to exceed 5 pet by  weight of the  poly- 
styrene, and further provided tha t such plasticized polystyrene shall 
not be used as a  component of articles intended for packing or hold­
ing food during  cooking.

For use in polyethylene complying w ith §177.1520 of this chapter, provided 
th a t  the  polyisobutylene is added in  an am ount not exceeding 0.5 pet 
by Weight o ft le polyethylene, and further provided th a t such plasticized 
polyethylene shall not be used as a component of articles intended for 
packing or holding food during cooking.

For use only a t levels not exceeding 41 pet by  weight of permitted poly­
vinyl chloride coatings. Such coatings shall be used only as bulk food 

surfaces °I articles intended for repeated use, complying with 
§ 177.2600 of this chapter.

Diethylene glycol content n o t to exceed 0.1 pet.
For use only in cellulosic plastics in an amount not to exceed 15 pet by 

weight of the finished food-contact article, provided th a t the finished 
plastic article contacts food only of the types identified in § 176.170(c) 
of this chapter, table 1, under categories I, II , V I-B , V II-B , and V III.

(c) T h e  use of the plasticizers in any 
polymeric substance or article subject to 
any regulation in Parts 174, 175,176, 177, 
178 179 of this chapter must comply with 
any specifications and limitations pre­
scribed by such regulation for the fin­
ished form of the substance or article.
§ 178.3750 Polyethylene glycol (m ean  

molecular weight 2 0 0 -9 ,5 0 0 ).
Polyethylene glycol identified in this 

section may be safely used as a com­
ponent of articles intended for use in 
contact with food, in accordance with the 
following prescribed conditions:

(a) T h e  additive is a n  addition poly­
mer of ethylene oxide and water with a

molecular weight of 200 to 9,500.
(b) It contains n o  more than 0.2 per­

cent total by weight of ethylene and di­
ethylene glycols if its m e a n  molecular 
weight is 350 or higher and no mo r e  than

0.5 percent total by weight of ethylene 
and diethylene glycols if its m e a n  molec­
ular weight is below 350, w h e n  tested by 
the analytical- methods prescribed in 
§ 172.820(b) of this chapter.

(c) T h e  provisions of paragraph (b) 
of this section are not applicable to poly­
ethylene glycols used in food-packaging 
adhesives complying with § 175.105 of 
this chapter.
§ 178.3760 Polyethylene 

monolaurate.
glycol (4 0 0 )

Polyethylene glycol (400) monolaurate 
containing not more than 0.1 percent by 
weight of ethylene and/or diethylene 
glycol m a y  be used at a level not to ex­
ceed 0.3 percent by weight of twine as 
a finish on twine to be used for tying 
meat provided the twine fibers are pro­
duced from nylon resins complying with 
§ 177.1500 of this chapter.

§ 178.3770 Polyhydric alcohol diesters 
o f oxidatively refined (Gersthoffen 
process) monfan wax acids.

Polyhydric alcohol diesters of oxida­
tively refined (Gersthoffen process) m o n ­
tan w a x  acids identified in this section 
m a y  be safely used as components of ar­
ticles intended for use in contact with 
food in accordance with the following 
prescribed conditions :

(a) T h e  polyhydric alcohol diesters 
identified in this paragraph m a y  be used 
as lubricants in the fabrication of vinyl 
chloride plastic food-contact articles 
prepared from polyvinyl chloride and/or 
from vinyl chloride copolymers comply­
ing with § 177.1980 of this chapter. Such 
diesters meet the following specifications 
and are produced by partial esterification 
of oxidatively refined (Gersthoffen proc­
ess) mo n t a n  w a x  acids by either ethylene 
glycol or 1,3-butanediol with or without 
neutralization of unreacted carboxylic 
groups with calcium hydroxide:

(1) Dropping point 76° — 105° C, as 
determined by A S T M  M e thod D  566.

(2) Acid value 10-20, as determined by 
A S T M  M e t h o d  D  1386 using as solvent 
xylene-ethyl alcohol in a 2:1 ratio in­
stead of toluene-ethyl alcohol in a 1:2 
ratio.

(3) Saponification value 100-160, as 
determined by A S T M  M e t h o d  D  1387 
using xylene-ethyl alcohol in a 2:1 ratio 
instead of ethyl alcohol in preparation 
of potassium hydroxide solution.

(4) Ultraviolet absorbance limits as 
follows, as determined by the analytical 
method described in this subparagraph:

Ultraviolet absorbance per centimeter 
path length.
Millimicrons: Maximum

280 to 289____________ _________  0.07
290 to 299.__.______ ____ _ _ _ _ _ _  . 06
300 to 359______________________ . 04
360 to 400_____ ____ ^________ ”  ]oi

A n a l y t i c a l  M e t h o d  

GENERAL IN STR U C TIO N S

Because of the sensitivity of the test, the 
possibility of errors arising from contamina­
tion is great. It is of the greatest importance 
that all glassware be scrupulously cleaned 
to remove all organic matter such as oil, 
grease, detergent residues, etc. Examine ail 
glassware, including stoppers and stopcocks, 
under ultraviolet light to detect any residual 
fluorescent contamination. As a precaution­
ary measure it is recommended practicè to 
rinse all glassware with purified isooctane 
immediately before use. No grease is to be 
used on stopcocks or joints. Great care to 
avoid contamination of wax samples in han­
dling and to assure absence of any extra­
neous material arising from inadequate 
packaging is essential. Because some of the 
polynuclear hydrocarbons sought in this test 
are very susceptible to photo-oxidation, the 
entire procedure is to be carried out under 
subdued light.

APPARATUS

Separatory funnels. 250-milliliter, 500- 
milliliter, 1,000-nfilliliter, and preferably 
2,000-milliliter capacity, equipped with tetra- 
fluoroethylene polymer stopcocks.

Reservoir. 1,000-milliliter capacity, 
equipped with a 24/40 standard taper male 
fitting at the bottom and a suitable ball- 
joint at the top.

Chromatographic tube. 1,200 millimeters in 
length, inside diameter to be 16.5 millimeters
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±0.5 millimeter, equipped with a coarse, 
fritted-glass disc, a tetrafluoroethylene 
polymer stopcock, and a female 24/40 
standard tapered fitting at the opposite end. 
(Overall length of the column with the 
female joint is 1,255 millimeters.) The female 
fitting should be equipped with glass hooks.

Disc. Tetrafluoroethylene polymer 2-inch 
diameter disc approximately %6-inch thick 
with a hole bored in the center to closely 
fit the stem of the chromatographic tube.

Heating jackets. Conical, for 500-milliliter 
and 1,000-milliliter separatory funnels. (Used 
with variable transformer heat control.)

Suction flask. 250-milliliter or 500-milli- 
liter filter flask.

Condenser. 24/40 joints, fitted With a dry­
ing tube, length optional.

Evaporation flasks (optional). A 250- 
milliliter or 500-milliliter capacity and a 1- 
liter capacity all-glass flask equipped with 
standard taper stopper having inlet and out­
let tubes to permit passage of nitrogen across 
the surface of contained liquid to be evap­
orated.

Vacuum distillation assembly. All glass 
(for purification of dimethyl sulfoxide) 2- 
liter distillation flask with heating mantle; 
Vigreaux vacuum-jacketed condenser (or 
equivalent) about 45 centimeters in length 
and distilling head with separable cold finger 
condenser. Use of tetrafluoroethylene poly­
mer sleeves on the glass joints will prevent 
freezing. Do not use grease on stopcocks or 
Joints.

Oil bath. Capable of heating to 90° C.
Spectrophotometric cells. Fused quartz 

cells, optical path length in the range 1.000 
centimeter ±0.005 centimeter. With distilled 
water in the cells, determine any absorbance 
differences.

Spectrophotometer. Spectral range 250 
millimicrons—400 millimicrons with spectral 
slit width of 0.2 millimicron or less; under 
instrument operating conditions for these 
absorbance measurements. The spectro­
photometer shall also meet the following per­
formance requirements:

Absorbance repeatability, ±0.01 at 0.4 
absorbance.

Absorbance' accuracy,1 ±0.05 at 0.4 absorb­
ance.

Wavelength repeatability, ±0.2 milli­
micron.

Wavelength accuracy, ±1.0 millimicron.
Recording time, 50 seconds.
Time constant, 0.6 second.
Sensitivity, 30.
Ordinate scale, 90-100 percent transmis­

sion through scale.
Abscissa scale, 8X.
Nitrogen cylinder. Water-pumped or equiv­

alent purity nitrogen in cylinder equipped 
with regulator and valve to control flow at 
5 p.s.i.g.

R e a g e n t s  a n d  M a t e r ia l s

Organic solvents. All solvents used 
throughout the procedure shall meet the 
specifications and tests described in this 
specification. The isooctane and benzene 
designated in the list following this para­
graph shall pass the.following test:

To the specified quantity of solvent in a 
250-milliliter -Erlenmeyer flask, add 1 milli­
liter of purified n-hexadecane and evaporate 
on the steam bath under a stream of nitro­
gen (a loose aluminum foil jacket around 
the flask will speed evaporation). Discon-

1 As determined by procedure using potas­
sium chromate for reference standard and 
described in National Bureau of Standards 
Circular 484, “Spectrohpotometry,” U.S. 
Depaiÿment of Commerce, 1949. The accuracy 
is to be determined by comparison with the 
standard values at 290, 345, and 400 milli­
microns.,

tinue evaporation when not over 1 milli­
liter of residue remains. (To the residue 
from benzene add a 10-milliliter portion 
of purified isooctane, reevaporate, and 
repeat once to insure complete removal of 
benzene.)

Alternatively, the evaporation time can 
be reduced by using the optional evapora­
tion flask. In this case the solvent and 
n-hexadecane are placed in the flask on the 
steam bath, the tube assembly is inserted, 
and a stream of nitrogen is fed through the 
inlet tube while the outlet tube is connected 
to a solvent trap and vacuum line in such 
a way as to prevent any flow-back of con­
densate into the flask.

Dissolve the 1 milliliter of hexadecane 
residue in isooctane and make up to 25 milli­
liters volume. Determine the absorbance in 
the 1-centimeter path length cells com­
pared to isooctane as reference. The absorb­
ance of the solution of the solvent residue 
(except for methyl alcohol) shall not exceed 
0.01 per centimeter path length between 
280 m/i and 400 m/t.

Isooctane (2,2,4-trimethylpentane). Use 
180 milliliters for the test described in the 
preceding paragraph. Purify, if necessary, 
by passage through a column of activated 
silica gel (Grade 12, Davison Chemical Co., 
Baltimore, Md., or equivalent) about 90 
centimeters in length and 5 centimeters to 
8 centimeters in diameter.

Benzene, A.C.S. reagent grade. Use 150 
milliiiters for the test. Purify, if necessary, 
by distillation or otherwise.

n-Hexadecane, 99 percent olefin-free. Dilute
1.0 milliliter of n-hexadecane to 25 milliliters 
with isooctane and determine the absorbance 
in a 1-centimeter cell compared to isooctane 
as reference point between 280 m/i-400 m*t. 
The absorbance per centimeter path length 
shall not exceed 0.00 in this range. If neces­
sary, purify by filtering through a column 
containing 100 grams of aluminum oxide 
(use same grade as described below) in the 
lower half and 100 grams of activated silica 
gel in the upper half keeping the column at 
150° C., for a period of 15 hours or over­
night. The first 100 milliliters of eluate are 
used. Purification can also be accomplished 
by distillation.

Dimethyl sulfoxide. Pure grade, clear, 
water-white, m.p. 1° minimum. Dilute 120 
milliliters of dimethyl sulfoxide with 240 
milliliters of distilled water in a 500-milli­
liter separatory funnel, mix and allow to cool 
for 5-10 minutes. Add 40 milliliters of iso­
octane to the solution and extract by shaking 
the funnel vigorously for 2 minutes. Draw 
off the lower aqueous layer into a second 500- 
milliliter separatory funnel and repeat the 
extraction with 40 milliliters of isooctane. 
Draw off and discard the aqueous layer. Wash 
each of the 40-milliliter extractives three 
times with 50-milliliter portions of distilled 
water. Shaking time for each wash is 1 
minute. Discard the aqueous layers. Filter 
the first extractive through anhydrous so­
dium sulfate prewashed with isooctane (see 
Sodium sulfate under “Reagents and mate­
rials” for preparation of filter), into a 250- 
milliliter Erlenmeyer flask, or optionally into 
the evaporating flask. Wash the first separa­
tory. funnel with the second 40-milliliter 
isooctane extractive, and pass through the 
sodium sulfate into the flask. Then wash the 
second and first separatory funnels succes­
sively with a 10-miHiliter portion of isooc­
tane, and pass the solvent through the so­
dium sulfate into the flask. Add 1 milliliter 
of n-hexadecane and evaporate the isooctane 
on the steam bath under nitrogen. Discon­
tinue evaporation when not over 1 milliliter 
of residue remains. To the residue, add a 
10-milliliter portion of isooctane and reevap­
orate to 1 milliliter of hexadecane. Again, 
add 10 milliliters of isooctane to the residue

and evaporate to 1 milliliter of hexadecane 
to  insure complete removal of all volatile 
materials. Dissolve the 1 milliliter of hexadec­
ane in isooctane and make to 25-milliliter 
volume. Determine the absorbance in l-  
cen time ter path length cells compared to 
isooctane as reference. The absorbance of 
the solution should not exceed 0.02 per centi­
meter path length in the 280 mu-400 mu 
range. ( N o t e : Difficulty in meeting this ab­
sorbance specification may be due to organic 
impurities in the distilled water. Repetition 
of the test omitting the dimethyl sulfoxide 
will disclose their presence. If necessary to 
meet the specification, purify the water by 
redistillation, passage through an ion-ex­
change resin, or otherwise.)

Purify, if necessary, by the following pro­
cedure: To 1,500 milliliters of dimethyl sulf­
oxide in a 2-liter glass-stoppered flask, add
6.0 milliliters of phosphoric acid and 50 
grams of Norit A (decolorizing carbon, alka­
line) or equivalent. Stopper the flask, and 
with the use of a magnetic stirrer (tetra­
fluoroethylene polymer coated bar) stir the 
solvent for 15 minutes. Filter the dimethyl 
sulfoxide through four thicknesses of fluted 
paper (18.5 centimeters, Schleicher & Schuell, 
No. 597, or equivalent). If the initial filtrate 
contains carbon fines, refllter through the 
same filter until a clear filtrate is obtained. 
Protect the sulfoxide from air and moisture 
during this operation by covering the solvent 
in the funnel and collection flask with a 
layer of isooctane. Transfer the filtrate to a 
2-liter separatory funnel and draw off the 
dimethyl sulfoxide into the 2-liter distilla­
tion flask of the vacuum distillation assem­
bly and distill at approximately 3-millimeter 
Hg pressure or less. Discard the first 200- 
milliliter fraction of the distillate and re­
place the distillate collection flask with a 
clean one. Continue the distillation until 
approximately 1 liter of the sulfoxide has 
been collected.

At completion of the distillation, the re­
agent should be stored in glass-stoppered 
bottles since it is very hygroscopic and will 
react with some metal containers in the 
prescribe of air.

Phosphoric acid. 85 percent A.C.S. reagent 
grade.

Aluminum oxide (80-200 mesh Woelm 
neutral activity grade 1 [Brockmann], Al- 
upharm Chemicals, New Orleans, La., or 
equivalent). Pipette 1 milliliter of distilled 
water into a dry 250-milliliter Erlenmeyer 
flask equipped with a ground-glass stopper. 
Stopper the flask and rotate it in such a 
manner as to completely wet out the inside 
surfaces. When this has been done add 180 
grams of the aluminum oxide and shake until 
no lumps or wet spots remain. Allow to stand 
at room temperature for a period of 2 hours. 
At the end of this time the water should 
be evenly distributed throughout the alu­
minum oxide powder, and it should have 
the same free flowing properties as the 
original material (flow velocity with water 0.2 
milliliter per m inute). At this point the 
aluminum oxide has an activity of 1 as 
expressed in Brockmann degrees, and the 
amount of added water is 0.5 percent by vol­
ume. This product is used in toto and as is, 
without further screening.

Sodium sulfate, anhydrous, A.C.S. reagent 
grade, preferably in granular form. For each 
bottle of sodium sulfate reagent used, estab­
lish as follows the necessary sodium sulfate 
prewash to provide such filters required in 
the method: Place approximately 35 grams of 
.anhydrous sodium sulfate in a 30-milliliter 
coarse, fritted-glass funnel or in a 65-milli­
meter filter funnel with glass wool plug; 
wash with successive 15-milliliter portions 
of the indicated solvent until a 15-milliliter 
portion of the wash shows 0.00 absorbance 
per centimeter path length between 280 m/i
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and 400 m/t when tested as prescribed under 
“Organic solvents.” Usually three portions of 
wash solvent are sufficient.

P r o c e d u r e

Before proceeding with analysis of a sam­
ple, determine the absorbance in a 1-centi­
meter path cell between 250 m/t and 400 m/t 
for the reagent blank by carrying out the 
procedure, without a wax sample, at room 
temperature, recording the spectrum after 
the complete procedure as prescribed. The 
absorbance per centimeter path length fol­
lowing the complete procedure should not 
exceed 0.04 in the wavelength range from 
280 m/t to 299 m/t, Inclusive, nor 0.02 in the 
wavelength range from 300 m/t to 400 m/t. 
If in either spectrum the characteristic 
benzene peaks in the 250 m/t-260 m/t region 
are present, remove the benzene by the pro­
cedure under “Organic solvents” and re­
cord absorbance again.

Place 300 milliliters of dimethyl sulfoxide 
in a 1-liter separatory funnel and add 75 
milliliters of phosphoric acid. Mix the con­
tents of the funnel and allow to stand for 
10 minutes. (The reaction between the sulf­
oxide and the acid is exothermic. Release 
pressure after mixing, then keep funnel stop­
pered.) Add 150 milliliters of isooctane and 
shake to preequilibrate the solvents. Draw 
off the individual layers and store in glass- 
stoppered flasks.

In a 1-liter separatory funnel place a repre­
sentative 25-gram sample of wax, add 50 mil­
liliters of lsooctane, heat gently, stir until the 
wax is in solution; add 100 milliliters of pre­
equilibrated sulfoxide-phosphoric acid mix­
ture and shake, making sure it remains in 
solution. If the wax comes out of solution 
during these operations, let the stoppered 
funnel remain in the jacket until the wax 
redissolves. (Remove stopper from the funnel 
at intervals to release pressure.) When the 
wax is in solution, remove the funnel from 
the jacket and shake it vigorously for 2 min­
utes. Set up three 250-milliliter separatory 
funnels with each containing 30 milliliters of 
preequilibrated isooctane. After separation of 
the liquid phases, allow to cool until the main 
portion of the wax-isooctane solution begins 
to show a precipitate. Gently swirl the fun­
nel when precipitation, first occurs on the 
inside surface of the funnel to accelerate 
this process. Carefully draw off the lower 
layer, filter it slowly through a thin layer of 
glass wool fitted loosely in a filter funnel into 
the first 250-milliliter separatory funnel, and 
wash in tandem with the 30-milliliter por­
tions of isooctane contained in the 250-milli­
liter separatory funnels. Shaking time for 
each wash is 1 minute. Repeat the extraction 
operation with two additional portions of the 
sulfoxide-acid mixture, replacing the funnel 
In the jacket after each extraction to keep the 
wax in solution and washing each extractive 
in tandem through the same three portions 
of isooctane.

Collect the successive extractives (300 mil­
liliters total) in a separatory funnel (prefer­

ably 2-liter), containing 480 milliliters of 
distilled water, mix, and alow to cool for a 
few minutes after the last extractive has been 
added. Add 80 milliliters of isooctane to the 
solution and extract by shaking the funnel 
vigorously for 2 minutes. Draw off the lower 
aqueous layer into^ second separatory funnel 
(preferably 2-liter) and repeat the extraction 
with 80 milliliters of lsooctane. Draw off and 
discard the aqueous layer. Wash each of the 
80-milliliter extractives three times with 100- 
milliuter portions of distilled water. Shaking 
time for each wash is 1 minute. Discard the 
aqueous layers. Filter the first extractive 
through anhydrous sodium sulfate prewashed 
with isooctane (see Sodium sulfate under 
‘‘Reagents and Materials” for preparation of 
filter) into a 250-milliliter Erlenmeyer flask 
(or optionally into the evaporation flask).

RULES AND REGULATIONS
Wash the first separatory funnel with the sec­
ond 80-milliliter isooctane extractive and 
pass through the sodium sulfate. Then wash 
the second and first separatory funnels suc­
cessively with a 20-milliliter portion of iso­
octane and pass the solvent through the so­
dium sulfate into the flask. Add 1 milliliter 
of n-hexadecane and evaporate the isooctane 
using an aspirator vacuum under nitrogen 
and in an oil bath temperature of approxi­
mately 90° C. Discontinue evaporation when 
not over 1 milliliter of residue remains. Tfo 
the residue, add a 10-milliliter portion of iso­
octane, reevaporate to 1 milliliter of hexa- 
decane, and repeat this operation once.

Reserve the residue for column chromatog­
raphy on the aluminum oxide.

Fit the tetrafluoroethylene polymer disc on 
the upper part of the stem of the chromato­
graphic tube, then place the tube with the 
disc on the suction flask and apply the 
vacuum (approximately 135 millimeters Hg 
pressure). Weigh out 180 grams of the 
aluminum oxide and pour the adsorbent mix­
ture into the chromatographic tube in ap­
proximately 30-centimeter layers. After the 
addition of each layer, level off the top of the 
adsorbent with a flat glass rod or metal 
plunger by pressing down firmly until the ad­
sorbent is. well packed. Loosen the topmost 
few millimeters of each adsorbent layer with 
the end of a metal rod before the addition 
of the next layer. Continue packing in this 
manner until all the 180 grams of the ad­
sorbent is added to the tube. Level off the top 
of the adsorbent by pressing down firmly with 
a flat glass rod or metal plunger to make the 
depth of the adsorbent bed approximately 
80 centimeters in depth. Turn off the vacu­
um and remove the suction flask. Dissolve 
the hexadecane residue in 10 milliliters of 
warm benzene and decant the solution onto 
the column and allow the liquid .level to 
recede to barely above the adsorbent level. 
Rapidly complete the transfer similarly with 
two 10-milliliter portions of benzene swirling 
the flask repeatedly each time to assure 
adequate washing of the residue. Fix the 
1,000-milliliter reservoir onto the top of the 
chromatographic column. Just before the 
final 10-milliliter wash reaches the top of the 
adsorbent, add 670 milliliters of benzene to  
the reservoir and continue the percolation 
at the 2-3 milliliter per minute rate until a 
total of 670 milliliters of benzene has been 
utilized. Collect the eluate in a clean 1-liter 
Erlenmeyer flask (or optionally into a 1- 
liter evaporation flask). Allow the column 
to drain until most of the. solvent mixture is 
removed. Add I.., milliliter of n-hexadecane 
and completely remove the benzene by e vapo­
ration under nitrogen, using the special pro­
cedure to eliminate benzene as previously de­
scribed under “Organic Solvents.” Quantita­
tively transfer the residue with isooctane to a 
25-milliliter volumetric flask and adjust to 
volume. Determine the absorbance of the 
solution in the 1-centimeter path length 
cells compared to lsooctane as reference be­
tween 250 m/t-400 m/t. Correct for any ab­
sorbance derived from the reagents as deter­
mined by carrying out the procedure without 
a wax sample. If either spectrum shows the 
characteristic benzene peaks in the 250 m/t- 
260 m/t region, evaporate the solution to re­
move benzene by the procedure under “Or­
ganic Solvents.” Dissolve the residue, trans­
fer quantitatively, and adjust to volume in 
lsooctane in a 25-milliliter volumetric flask. 
Record the absorbance again. If the corrected 
absorbance does not exceed the limits pre­
scribed in paragraph (a) of this section, the 
wax meets the ultraviolet absorbance speci­
fications.

(b) T h e  polyhydric alcohol diesters 
identified in this paragraph m a y  be used 
as release agents in resinous and poly­
meric coatings for polyolefin films corn-
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plying with § 175.320 of this chapter. 
Such diesters meet the following specifi­
cations a n d  are produced by partial es­
terification of oxidatively refined (Ger- 
sthoffen process) m o n t a n  w a x  acids with 
equimolar proportions of ethylene glycol 
and 1,3-butanediol:

(1) Dropping point 77°-82° C, as de­
termined by A S T M  M e t h o d  D  566.

(2) Acid value 25-35, as determined by 
A S T M  M e t h o d  D  1386 using as solvent 
xylene-ethyl alcohol in a 2:1 ratio in­
stead of toluene-ethyl alcohol in a  1:2 
ratio.

(3) Saponification value 135-150, as 
determined by A S T M  M e t h o d  D  1387 
using xylene-ethyl alcohol in a 2:1 ratio 
instead of ethyl alcohol in preparation 
of potassium hydroxide solution.

(4) Ultraviolet absorbance limits spec­
ified in paragraph (a) (4) of this section, 
as determined by the analytical method 
described therein.
§ 178.3780 Polyhydric alcohol esters o f 

long chain monobasic acids.
Polyhydric alcohol esters of long chain 

monobasic acids identified in this section 
m a y  be safely used as lubricants in the 
fabrication of polyvinyl chloride and/or 
polyvinyl chloride copolymer articles 
complying with § 177.1980 of this chapter 
that contact food of types I, n, IV-B, 
VI-B, VTI-B, and VIII identified in table 
1 in § 176.170(c) of this chapter under 
conditions of use E, F, and' G  described 
in table 2 in § 176.170(c) of this chapter, 
subject to the provisions of this section.

(a) Iden tity . For the purpose of this 
section, polyhydric alcohol esters of long 
chain monobasic acids consist of poly- 
hvdric alcohol esters having n u m b e r  
average molecular weights in the range 
of 1,050 to 1.700. T h e  esters are produced 
by the reaction of either ethylene glycol 
or glycerol with long chain monobasic 
acids containing from 9 to 49 carbon 
atoms obtained by the ozonization of 
long chain alpha-olefins, the unreacted 
carboxylic acids in the formation of the 
glycerol esters being neutralized with 
calcium hydroxide to produce a composi­
tion having up to 2 percent by weight 
calcium. T h e  aZpZia-olefins, obtained 
from the polymerization of ethylene, 
have 20 to 50 carbon atoms and contain 
a m i n i m u m  of 75 percent by weight 
straight chain aZpTta-olefins and not 
more than 25 percent vinylidene c o m ­
pounds.

(b) Specifications. T h e  polyhydric al­
cohol esters have the following specifica­
tions:

(1) Melting point of 60-80° C  for the 
ethylene glycol ester and 90-105° C  for 
the glycerol ester as determined by the 
Fisher Johns method.

(2) Acid value 15-25 for each ester as 
determined by the A.O.C.S. M e thod Trla- 
64T,U modified to use as the acid solvent 
a 1:1 volume mixture of anhydrous iso­
propyl alcohol and toluene. T h e  solution 
is titrated with 0.12V methanolic sodium 
hydroxide.

11 Copies may be obtained from: American 
Association of Oil Chemists, 36 East Wacker 
Dr., Chicago, IL 60601.
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(3) Saponification value 120-160 for 
the ethylene glycol ester and 90-130 for 
the glycerol ester as determined by an 
analytical m e t h o d  available upon request 
from the Division of Food and Color 
Additives, HFF-330, U.S. Food and Dr u g  
Administration, 200 C  St. SW., W a s h ­
ington, D.C. 20204.

(4) Ultraviolet absorbance as specified 
in § 178.3770(a) (4) of this chapter w h e n  
tested by the analytical m e thod described 
therein.
(Secs. 201 (s), 409, 701(a), 52 Stat. 1055, 72 
Stat. 1784-1788; 21 TJ.S.C. 321 (s), 348, 371
(a).)
§ 178.3790 Polymer modifiers in semi­

rigid and rigid vinyl chloride plastics.
T h e  polymers identified in paragraph 

(a) of this section m a y  be safely a d ­
mixed, alone or in mixture with other 
permitted polymers, as modifiers in semi­
rigid and rigid vinyl chloride plastic 
food-contact articles prepared from vinyl 
chloride homopolymers and/or from 
vinyl chloride copolymers complying with 
§ 177.1950, § 177.1970, and/or § 177.1980 
of this chapter, in accordance with the 
following prescribed conditions:

(a) For the purpose of this section, 
the polymer modifiers are identified as 
follows:

(1) Acrylic polymers identified in this 
subparagraph provided that such poly­
mers contain at least 50 weight-percent 
of polymer units derived from one or 
mor e  of the m o n o m e r s  listed in para­
graph (a)(l) (i) of this section.

(1) Homopolymers and copolymers of 
the following monomers:
n-Butyl acrylate. 
n-Butyl methacrylate.
Ethyl acrylate.
Methyl methacrylate.

(ii) Copolymers produced by copolym­
erizing one or m o r e  of the m o n o m e r s  
listed in paragraph (a) (1) (i) of this sec­
tion with one or mo r e  of the following 
m o n o m e r s :
Acrylonitrile.
Butadiene.
a-Methylstyrene.
Styrene.
Vinylidene chloride.

(iii) Polymers identified in paragraph 
(a)(1) (i) a n d  (ii) of this section con­
taining no m o r e  than 5 weight-percent of 
total polymer units derived by copolym­
erization with one or mo r e  of the follow­
ing monomers:
Acrylic acid.
1,3-Butylene glycol dimethacrylate. 
Divinylbenzene.
Methacrylic acid.

(iv) Mixtures of polymers identified 
in paragraph (a) (1) (i), (ii), and (iii) of 
this section; provided that no chemical 
reactions, other than addition reactions, 
occur w h e n  they are mixed.

(2) Polymers identified in paragraph 
(a) (1) of this section combined during 
their polymerization with butadiene-sty­
rene copolymers; provided that no c h e m ­
ical reactions, other than addition re­
actions, occur w h e n  they are combined.

Such combined polymers m a y  contain 50 
weight-percent or more of total polymer 
units derived from the butadiene-styrene 
copolymers.

(b) T h e  polymer content of the fin­
ished plastic food-contact article consists 
of:

(1) Not less than 80 weight-percent of 
polymer units derived from the vinyl 
chloride polymers identified in the intro­
duction to this section and not more than 
5 weight-percent of polymer units de­
rived from polymers identified in para­
graph (a)(1) of this section and m a y  
optionally contain u p  to 15 weight-per­
cent of polymer units derived from buta­
diene-styrene copolymers; or

(2) Not less than 50 weight-percent of 
polymer units derived from the vinyl 
chloride polymers identified in the intro­
duction to this section, not mo r e  than 50 
weight-percent of polymer units derived 
from homopolymers and/or copolymers 
of ethyl acrylate and methyl methacry­
late, and not more than 30 weight- 
percent of polymer units derived from 
copolymers of methyl methacrylate, 
a-methylstyrene and acrylonitrile and 
m a y  optionally contain up to 15 weight- 
percent of polymer units derived from 
butadiene-styrene copolymers.

(c) N o  chemical reactions, other than 
addition reactions, occur a m o n g  the vinyl 
chloride polymers and the modifying

polymers present in the polymer mixture 
used in the manufacture of the finished 
plastic food-contact article.

(d) T h e  finished plastic food-contact 
article, w h e n  extracted with the solvent 
or solvents characterizing the type of 
food and under the conditions of time 
and temperature characterizing the con­
ditions of its intended use as determined 
from Tables 1 and 2 of § 176.170(c) of 
this chapter, yields extractives not to ex­
ceed the limits prescribed in § 177.1010
(b) (1), (2), (3), and (4) of this chapter 
w h e n  tested by the methods prescribed 
in § 177.1010 (c) of this chapter.

(e) Acrylonitrile copolymers identified 
in this section shall comply with the 
provisions of § 180.22 of this chapter.
§ 178.3800 Preservatives for wood.

Preservatives m a y  be safely used on 
wooden articles that are used or in­
tended for use in packaging, transport­
ing, or holding raw agricultural products 
subject to the provisions of this section:

(a) T h e  preservatives are prepared 
from substances identified in paragraph 
(b) of this section a n d  applied in 
amounts not to exceed those necessary 
to accomplish the technical effect of pro­
tecting the w o o d  from decay, mildew, and 
water absorption.

(b) T h e  substances permitted are as 
follows:

List of substances
Copper-8-quinolinolate ------------ «
Mineral spirits__________________
Paraffin wax____ :__ I-----------------

Petroleum hydrocarbon resin, produced by the 
homo- and copolymerization of dienes and olefins 
of the aliphatic, alicyclic, and monobenzenoid 
arylalkene type from distillates of cracked petro­
leum stocks.

Pentachlorophenol and its sodium salt---------- ,—

Rosins and rosin derivatives.------
Zinc salt of sulfonated petroleum.

Limitations

Used singly or in combination so as to 
constitute not less than 50% of the 
solids.

Do.

Not to exceed 50 p.p.m. in the treated 
wood, calculated as pentachloro­
phenol.

As provided in § 78.3870.

§ 178.3850 Reinforced wax.
Reinforced w a x  m a y  be safely used as 

an article or component of articles in­
tended for use in producing, m a n u f a c ­
turing, packing, processing, transporting, 
or holding food subject to the provisions 
of this section.

(a) Reinforced w a x  consists of petro­
leum w a x  to which have been added cer­
tain optional substances required in its 
production, or added to impart desired 
physical or technical properties.

(b) T h e  quantity of any optional a d ­
juvant substance employed in the pro­
duction of or added to reinforced w a x  
does not exceed the a m o u n t  reasonably 
required to accomplish the intended 
physical or technical effect or any limi­
tation provided in this section.

(c) A n y  substance employed in the 
production of reinforced wax, including 
any optional substafice, that is the sub­
ject of a regulation in Parts 174,175,176, 
177, 178 and § 179.45 of this chapter,

conforms with any specification in such 
regulation.

(d) T h e  substances and optional adju­
vant substances employed in the pro­
duction of or added to reinforced wax 
include:

v (1) S u b sta n c e s  g e n e ra lly  reco g n ized  as
safe in food.

(2) Substances subject to prior sanc­
tion for use in reinforced w a x  and used 
in accordance with such sanction or 
approval.

(3) Substances identified in this sub- 
paragraph and subject to any limitations 
provided therein; v

Limi-
List of substanlces tations

Copolymer of isobutylene modified
with, isoprene------------------------------  -----

Petroleum wax. Type I  and Type n —  -----
Polyethylene______ _____ — --------— -----
Rosins and rosin derivatives as pro­

vided in § 178.3870--------- ----------- ...............
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(e) Reinforced w a x  conforming with 
the specifications in this paragraph is 
used as provided in paragraph (e) (2) of 
this section.

(1) T h e  chloroform-soluble portion of 
the water extract obtained by exposing 
reinforced w a x  to demineralized water at 
70° F  for 48 hours shall not exceed 0.5 
milligram per square inch of food-con­
tact surface.

(2) It is used as a packaging material 
or component of packaging materials for 
cheese and cheese products.

§ 178.3870 Rosins and rosin derivatives.
T h e  rosins and rosin derivatives iden­

tified in paragraph (a) of this section 
m a y  safely be used in the manufacture 
of articles or components of articles in­
tended for use in producing, m a n u f a c ­
turing, packing, processing, preparing 
treating, packaging, transporting, or 
holding food, subject to the provisions 
of this section.

(a) T h e  rosins and rosin derivatives 
are identified as follows:

(1) Rosins:
(1) G u m  rosin, refined to color grade 

of K  or paler.
(ii) W o o d  rosin, refined to color grade 

of K  or paler.
(iii) Tall oil rosin, refined to color 

grade of K  or paler.
(iv) Dark tall oil rosin, a fraction re­

sulting from the refining of tall oil rosin 
produced by multicolumnar distillation 
of crude tall oil to effect removal of fatty 
acids and pitch components and having 
a saponification n u m b e r  of from 110-135 
and 32 percent-44 percent rosin acids.

(v) Dark wood rosin, all or part of the 
residue after the volatile terpene oils are 
distilled from the oleoresin extracted 
from pine wood.

(2) Modified rosins manufactured 
from rosins identified in paragraph (a)
(1) of this section:

<i> Partially hydrogenated rosin, cat- 
alytically hydrogenated to a m a x i m u m  
refractive index of 1.5012 at 100° C, and 
a color of W G  or paler.

(ii) Fully hydrogenated rosin, catalyt- 
ically hydrogenated to a m a x i m u m  de- 
hydroabietic acid content of 2 percent, a 
m i n i m u m  drop-softening point of 79° C, 
and a color of X  or paler.

(iii) Partially dimerized rosin, di­
merized by sulfuric acid catalyst to a 
drop-softening point of 95o-105° C  and 
a color of W G  or paler.

(iv) Fully dimerized rosin, dimerized 
by sulfuric acid catalyst, and from which 
sufficient nondimerized rosin has been 
removed by distillation to achieve a mini-

§ 178.3860 Release agents.
Substances listed in paragraph (b) of 

this section m a y  be safely used as release 
agents in petroleum w a x  complying with 
§ 178.3710 and in polymeric resins that 
contact food, subject to the provisions 
of this section.

(a) T h e  quantity used shall not ex­
ceed the a m o u n t  reasonably required to 
accomplish the intended technical effect 
or any limitations prescribed in this 
section.

(b) Release agents:

m u m  drop-softening point of 143° C, 
and a color of H  or paler.

(v) Disproportionated rosin, catalyti- 
cally disproportionated to a m i n i m u m  
dehydroabietic aeid content of 35 per­
cent, a m a x i m u m  abietic acid content of 
1 percent, a m a x i m u m  content of sub­
stituted phenanthrenes (as retene) of 
0.25 percent, and a color of W G  or paler.

(3) Rosin esters manufactured from 
rosins and modified rosins identified in 
paragraphs (a) (1) and (2) of this sec­
tion:

(i) Glycerol ester of wo o d  rosin puri­
fied by steam stripping to have an acid 
n u m b e r  of 3 to 9, a drop-softening point 
of 88°-96° C, and a color of N  or paler.

(ii) Glycerol ester of partially hydro­
genated wood rosin, having an acid n u m ­
ber of 3 to 10, a drop-softening point of 
79°-88° C, and a color of N  or paler.

(iii) Glycerol ester of partially dimer­
ized rosin, having an acid n u m b e r  of 3 
to 8, a drop-softening point of 109°-119° 
C, and a color of M  or paler.

(iv) Glycerol ester of fully dimerized 
rosin, having a n  acid n u m b e r  of 5 to 16, 
a drop-softening point of 165°-175° C, 
a n d  a color of H  or paler.

(v) Glycerol ester of maleic a n h y ­
dride-modified wo o d  rosin, having an 
acid n u m b e r  of 30 to 40, a drop-soften­
ing point of 138°-146° C, a color of M  
or paler, and a saponification n u m b e r  
less than 280.

(vi) Methyl ester of rosin, partially 
hydrogenated, purified by steam strip­
ping to have an acid n u m b e r  of 4 to 8, 
a refractive index of 1.5170 to 1.5205 at 
20° C, and a viscosity of 23 to 66 poises 
at 2.5° C.

(vii) Pentaerythritol ester of wo o d  
rosin, having an acid n u m b e r  of 6 to 16, 
a drop-softening point of 109o-116° C, 
and a color of M  or paler.

(viii) Pentaerythritol ester of partially 
hydrogenated w o o d  rosin, having an acid 
n u m b e r  of 7 to 18, a drop-softening point 
of 102°-110° C, and a color of K  or baler.

(ix) Pentaerythritol ester of maleic 
anhydride-modified woo d  rosin, having

an acid n u m b e r  of 8 to 16, a drop-soften­
ing point of 154°-162° C, a color of M  
or paler, and having a saponification 
n u m b e r  less than 280.

(x) Pentaerythritol ester of maleic 
anhydride-modified woo d  rosin, having 
a n  acid n u m b e r  of 9 to 16, a drop-soften­
ing point of 130°-140° C, a color of N  or 
paler, and having a saponification n u m ­
ber less than 280.

(xi) Pentaerythritol ester of maleic a n ­
hydride-modified wo o d  rosin, having an 
acid n u m b e r  of 134 to 145, a drop-soft­
ening point of 127°-137° C, a color of M  
or paler, a n d  having a saponification 
n u m b e r  less than 280.

(xii) Pentaerythritol ester of maleic 
anhydride-modified wo o d  rosin, having 
an acid n u m b e r  of 30 to 40, a drop-soft­
ening point of 131°-137° C, a color of N  
or paler, and having a saponification 
n u m b e r  less than 280.

(xiii) Pentaerythritol ester of maleic 
anhydride-modified w o o d  rosin, further 
modified by reaction with 4,4'-isopropyl- 
idenediphenol-formaldehyde condensate, 
having an acid n u m b e r  of 10 to 22, 
a drop-softening point of 162°-172° C, a 
color of K  or paler, a saponification 
n u m b e r  less than 280, and a m a x i m u m  
ultraviolet absorbance of 0.14 at 296 m/* 
(using a 1-centimeter cell and 200 milli­
grams of the rosin ester per liter of sol­
vent consisting of ethyl alcohol m a d e  
alkaline by addition of 0.1 percent of 
potassium hydroxide).

(xiv) Mixed methyl a n d  pentaerythri­
tol ester of maleic anhydride-modified 
wo o d  rosin, having a n  acid n u m b e r  of 73 
to 83, a drop-softening point of 113°- 
123° C, a color of M  or paler, and a sa­
ponification n u m b e r  less than 280.

(xv) Triethylene glycol ester of par­
tially hydrogenated w o o d  rosin, having 
an acid n u m b e r  of 2 to 10, a color of 
K  or paler, and a viscosity of 350 to 425 
seconds Saybolt at 100° C.

(xvi) Glycerol ester of maleic a n h y ­
dride-modified wo o d  rosin, having a n  
acid n u m b e r  of 17 to 23, a drop-soften­
ing point of 136°-140° C, a color of M  
or paler, and a saponification n u m b e r  
less than 280. For use only in cellophane 
complying with § 177.1200 of this chapter.

(xvii) Citric acid-modified glycerol 
ester of rosin, having an acid n u m b e r  less 
than 20, a drop-softening point of 105° 
— 115° C, and a color of K  or paler. For 
use only as a blending agent in coatings 
for cellophane complying with § 177.1200 
of this chapter.

(xviii) Glycerol ester of tall oil rosin, 
purified by steam stripping to have an 
acid n u m b e r  of 5-12, a softening point 
of 80° —  88° C, and a color of N  or paler.

(xix) Glycerol ester of maleic a n h y ­
dride-modified tall oil rosin, having an 
acid n u m b e r  of 30 to 40, a drop-softening 
point of 141° — 146° C, a color of N  or 
paler, and a saponification n u m b e r  less 
than 280.

(xx) Glycerol ester of disproportion­
ated tall oil rosin, having an acid n u m b e r  
of 5 to 10, a drop-softening point of 84° 
— 93° C, a color of W G  or paler, and a 
saponification n u m b e r  less than 180.

(4) Rosin salts and sizes— A m m o n i u m ,  
calcium, potassium, sodium, or zinc salts

L im i ta t io n s
List of substances:

Erucamide (erucylamide). _ j............JV.TV'-Dioleoylethylenediamine........ For use only in polyvinyl chloride films in amounts such that the con­
centration of the substance in these films in the form in which the films 
contact food shall not exceed 0.055 milligram of the substance per square 
inch of film.

Oleyl palmitamide.......——. ___ -Polybutene, hydrogenated; comply- For use only subject to the limitations prescribed for hydrogenated poly- 
ing with the identity prescribed butene under § 178.3740(b).
under § 178.3740(b). * •

Saturated fatty acid amides manu­
factured from fatty acids derived 
from animal, marine, or vegetable 
fats and oils.

Stearyl erUcamide.........................
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of rosin manufactured by the partial or 
complete saponification of any one of 
the rosins or modified rosins identified 
in paragraph (a) (1) and (2) of this 
section, or blends thereof, and with or 
without modification by reaction with 
one or mo r e  of the following:

(i) Formaldehyde,
(ii) . Fumaric acid.
(iii) Maleic anhydride.
(iv) Saligenin.
(b) T h e  quantity used shall not ex­

ceed the a m o u n t  reasonably required to 
accomplish the intended technical effect.

(c) T h e  use in any substance or arti­
cle that is the subject of a regulation in 
Parts 174, 175, 176, 177, 178 and § 179.45 
of this chapter shall conform with any 
specifications and limitations prescribed 
by such regulation for the finished form 
of the substance or article.

(d) The'provisions of this section are 
not applicable to rosins and rosin de­
rivatives identified in § 175.300(b) (3) (v) 
of this chapter and used in resinous and 
polymeric coatings complying with 
§ 175.300 of this chapter.

(e) T h e  provisions of this section are 
not applicable to rosins and rosin de­
rivatives identified in § 175.105(c)(5) of 
this chapter and used in defoaming 
agents complying with § 176.210 of this 
chapter, food-packaging adhesives c o m ­
plying with § 175.105 of this chapter, 
and rubber 'articles complying with 
§ 177.2600 of this chapter.

(f) T h e  analytical methods for deter­
mining whether rosins and rosin deriva­
tives conform to the specifications 
prescribed in paragraph (a) of this 
section are as follows:

(1) Color: Color shall be determined 
by A S T M  M e thod D  509-55.

(2) Refractive index: Refractive in­
dex shall be determined by A S T M  
M e t h o d  D  1747-62.

(3) Acid number: Acid n u m b e r  shall 
be determined by A S T M  M e t h o d  D  
465-59.

(4) Viscosity: Viscosity in poises shall 
be determined by A S T M  Meth o d  D  
1824-66 and in Saybolt seconds by A S T M  
M e t h o d  D  88-56.

(5) Softening point: Softening point 
shall determined by A S T M  M e t h o d  E  
28-67.

(6) Analytical methods for determin­
ing drop-softening point, saponification 
number, and any other specification not 
listed under paragraph (f) (1) through 
(5) o f ‘this section are available upon 
request from the Commissioner of Food 
and Drugs.
§ 178.3900 Sodium pentachlorophenate.

S o dium pentachlorophenate m a y  be 
safely used as a preservative for a m ­
m o n i u m  alginate employed as a process­
ing aid in the manufacture of polyvinyl 
chloride emulsion polymers intended for 
use as articles or components of articles 
that contact food at temperatures not to 
exceed r o o m  temperature. T h e  quantity 
of sodium pentachlorophenate used shall 
not exceed 0.5 percent by weight of a m ­
m o n i u m  alginate solids.

§ 178.3910 Surface lubricants used in 
the manufacture o f metallic articles.

T h e  substances listed in this section 
m a y  be safely used in surface lubricants 
employed in the manufacture of metallic 
articles that contact food, subject to the 
provisions of this section.

(a) T h e  following substances m a y  be 
used in surface lubricants used in the 
rolling of metallic foil or sheet stock

(3) Mineral oil conforming to the 
identity prescribed in § 178.3620(c).

(4) Light petroleum hydrocarbons 
identified in paragraph (a) (4X1) of this 
section: Provided, That the total resid­
ual lubricant on the metallic article in

provided that total residual lubricant 
remaining on the metallic article in the 
form in which it' contacts food does not 
exceed 0.015 milligram per square inch 
of metallic food-contact surface:

(1) Substances identified in para­
graph (b) (1) and (2) of this section.

(2) Substances identified in this sub- 
paragraph.

the form in which it contacts food meets 
the ultraviolet absorbance limits pre­
scribed in paragraph (a) (4) (ii) of this 
section as determined by the analytical 
method described in paragraph (a) (4) 
(iii) of this section.

L is t  o f  su b s ta n ce s
Acetate esters derived from synthetic 

straight chain alcohols (complying 
with § 172.864 of this chapter) that 
have even numbers of carbon atoms 
in the range Cs-Cis.

Tert-Butyl alcohol__ -_____ ,_____
D i (2-ethy lhexyl) phthalate________
Diethyl phthalate._____________
Dimers, trimers, and/or their partial 

methyl esters; such dimers and tri­
mers are of unsaturated C it fatty acids 
derived from animal and vegetable 
fats and oils and/or tall oil, and such 
partial methyl esters meet the fol- ■ 
lowing specifications: Saponification 
value 187-193, acid value 75-95, and 
maximum iodine value 15.

Di-n-octyl sebacate__ __________
Ethylenediaminetetraacetic acid, so­

dium salts.
Isopropyl alcohol...........—.........
Isopropyl oleate...________ ______
Methyl esters of coconut oil fatty acids ~ 
Methyl esters of fatty acids (Che-Cis) 

derived from animal and vegetable 
fats and oils.

Polybutene, hydrogenated: complying 
with the identity-prescribed under 
§ 178.3740(b).

Polyethylene glycol (400) monostearate. 
Polyisobutylene (minimum molecular 

weight 300).
Polyvinyl alcohol....... —___ _____ .
Sodium nitrite........... ...................

Synthetic alcohol mixture of straight- 
and branched-chain alcohols that 
have even numbers of carbon atoms 
in the range C 4-C is  and that are pre­
pared from ethylene, aluminum, and 
hydrogen such that the finished syn­
thetic alcohol mixture contains not 
less than 75 pet of straight-chain pri­
mary alcohols and contains not less 
ttfan 85 pet total Cio and C12 alcohols.

Synthetic primary alcohol mixture of 
straight- and branched-chain alcohols 
that contain at least 99 pet primary 
alcohols consisting of the following: 
not less than 70 pet normal alcohols; 
not less than 96.5 pet C12—C15 alcohols; 
and not more than 2.5 pet alpha, 
omega C13—Cm diols. The alcohols 
are prepared from linear olefins from 
a purified kerosene fraction, carbon 
monoxide and hydrogen using a 
modified oxo process, such that the 
finished primary alcohol mixture

- meets the following specifications: 
Molecular weight,. 207±4; hydroxyl 
number, 263-276.

Synthetic primary alcohol mixture of 
straight- and branched-chain alcohols 
that contain at least 99 pet pri­
mary alcohols consisting of the follow­
ing: not less than 70 percent normal 
alcohols; not less than 93 pet C12—C13 
alcohols; not more than 5 pet C14—Cu 
alcohols; and not more than 2.5 pet 
alpha, omega, Cis-Cw diols. The 
alcohols are prepared from linear ole­
fins from a purified kerosene fraction, 
carbon monoxide and hydrogen using 
a modified oxo process, such that the 
finished primary alcohol mixture 
meets, the following specifications:

Molecular weight 194±5; hydroxyl 
number, 283-296.

L im ita t io n s

For use only at a level not to exceed 10 pet by weight of finished lubricant 
formulation.

For use only as a rust inhibitor in lubricant formulations provided the 
total residual sodium nitrite on the metallic article in the form in which 
it contacts food does not exceed 0.007 milligram per square inch of metallic 
food-contact surface.

For use at a level not to exceed 8 pet by weight of the finished lubricant 
formulation.

For use only at a level not to exceed 8 pet by weight of the finished lubri­
cant formulation. ..

Tallow, sulfonated. 
Triethanolamine...
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(i) Light petroleum hydrocarbons are 

derived by distillation from virgin pe­
troleum stocks or are synthesized from 
petroleum gases. They are chiefly paraf­
finic, isoparaffinic, naphthenic, or aro­
matic in nature, and meet the following 
specifications:

(a) Initial boiling point is 75° P  mini­
m u m  and final boiling point is 550° F  
m a x i m u m ,  as determined by A S T M  
Method D-86.

(b) Nonvolatile residue is 0.005 g r a m  
per 100 milliliters, m a x i m u m ,  as de­
termined by A S T M  M e t h o d  D-381 w h e n  
the final boiling point is 250° F  or above 
and by A S T M  M e t h o d  D-1353 w h e n  the 
final boiling point is below 250° F.

(c) Saybolt color 20 m i n i m u m  as de­
termined by A S T M  Meth o d  D-156.

(d) Aromatic component content shall 
not exceed 32 percent.

(e) Conforms with ultraviolet absorb­
ance limits prescribed in § 178.3620(c) as 
determined by the analytical method de­
scribed therein.

(ii) Ultraviolet absorbance limits on 
residual lubricants are as follows:

Maximum 
absorbance 
per 5 centi­

meters optical
Wavelength (m^) : path length

280-289 _______ ____________  0. 7
290-299 _______ ____ _________ _ .6
300-359 _____ ____________ ____  .4
360-400 ___________ ___________  . 09

(iii) T h e  analytical method for deter­
mining ultraviolet absorbance limits on 
residual lubricants is as follows :

G e n e r a l  I n s t r u c t i o n s

Because of the sensitivity of the test, the 
possibility of errors arising from contamina­
tion is great. It is of the greatest importance 
that all glassware be scrupulously cleaned to 
remove all organic matter such as oil, grease, 
detergent, residues, etc. Examine all glass­
ware including stoppers and stopcocks, under 
ultraviolet light to detect any residual fluo­
rescent contamination. As a precautionary 
measure it is recommended practice to rinse 
all glassware with purified isooctane imme­
diately before use. No grease is to be used on 
stopcocks or joints. Great care to avoid con­
tamination of oil samples in handling and 
to assure absence of any extraneous material 
arising from inadequate packaging is essen­
tial. Because some of the polynuclear hydro­
carbons sought in this test are very sus­
ceptible to photo-oxidation, the entire proce­
dure is to be carried out under subdued 
light.

A p p a r a t u s

Separatory funnels. 250-milliliter, 500-mil­
liliter, 1,000-milliliter, and preferably 2,000- 
milliliter capacity,^quipped with tetrafluoro- 
ethylene polymer stopcocks.

Evaporation flask (optional). 250-milliliter 
or 500-milliliter capacity all-glass flask 
equipped with standard-taper stopper having 
inlet and outlet tubes to permit passage of 
nitrogen across the surface of contained 
liquid to be evaporated.

Spectrophotometric cells. Fused quartz 
cells, optical path length in the range of 
5.000 centimeters ±0.005 centimeter; also for 
checking spectrophotometer performance 
only, optical path length in the range 1.000 
centimeter ±0.005 centimeter. With distilled 
water in the cells, determine any absorbance 
differences.

Spectrophotometer. Special range 250 mil- 
licrons-400 millimicrons with spectral slit

width of 2 millimicrons or less; under instru­
ment operating conditions for these absorb­
ance measurements, the spectrophotometer 
shall also meet the following performance 
requirements :

Absorbance repeatability, ±0.01 at 0.4 
absorbance.

Absorbance accuracy,1 ±0.05 at 0.4 
absorbance.

Wavelength repeatability, ±0.2 millimi­
cron.

Wavelength accuracy, ±1.0 millimicron.
Soxhlet apparatus. 60-millimeter diameter 

body tubes fitted with condenser and 500- 
milliliter round-bottom boiling flask. A sup­
ply of paper thimbles to fit is required.

Nitrogen cylinder. Water-pumped or equiv­
alent purity nitrogen in cylinder equipped 
with regulator and valve to control flow at 5 
p^.i.g.

R e a g e n t s  a n d  M a t e r i a l s  ’

Organic solvents. All solvents used 
throughout the procedure shall meet the 
specifications and tests described in this 
specification. The isooctane (2,2,4-trimethyl- 
pentane) shall pass the following test:

Place 180 milliliters of solvent in a 250- 
milliliter Erlenmeyer flask, add 1 milliliter of 
purified n-hexadecane and evaporate on the 
steam bath under a stream of nitrogen (a 
loose aluminum foil Jacket around the flask 
will speed evaporation). Discontinue evapo­
ration when not over 1 milliliter of residue 
remains.

Alternatively, the evaporation time can be 
reduced by using the optional evaporation 
flask. In this case the solvent and n-hexa­
decane are placed in the flask on the steam 
bath, the tube assembly is inserted, and a 
stream of nitrogen is fed through the inlet 
tube while the outlet tube is connected to a 
solvent trap and vacuum line in such a way 
as to prevent any flow-back of condensate 
ipto the flask.

Dissolve the 1 milliliter of hexadecane resi­
due in isooctane and make to 25 milliliters 
volume. Determine the absorbance in the 5- 
centimeter path length cells compared to 
isooctane as reference. The absorbance of the 
solution of the solvent residue shall not ex­
ceed 0.01 per centimeter path length between 
280 and 400 m/x. Purify, if necessary, by pas­
sage through a column of activated silica gel 
(Grade 12, Davison Chemical Co., Baltimore, 
Maryland, or equivalent) about 90 centi­
meters in length and 5 centimeters to 8 
centimeters in diameter.

n-Hexadecane, 99-percent olefin-free. Di­
lute 1.0 milliliter of n-hexadecane to 25 mil­
liliters with isooctane and determine the 
absorbance in a 5-centimeter cell compared 
to isooctane as reference point between 280 
m/i-400 rn.fi. The absorbance per centimeter 
path length shall not exceed 0.00 in this 
range. Purify, if necessary, by percolation 
through activated silica gel or by distillation.

Dimethyl sulfoxide. Spectrophotometric 
grade (Crown Zellerbach Corp., Camas, Wash­
ington, or equivalent). Absorbance’ (1-centi­
meter cell, distilled water reference, sample 
completely saturated with nitrogen).

Absorbance
Wavelength: (maximum)

261.5 
270 . 
275 . 
280 - 
300 .

1.00
. 20
.09
.06
.015

1 As determined by procedure using potas­
sium chromate for reference standard and 
described in National Bureau of Standards 
Circular 484, Spectrophotometry, Ü.S. De­
partment of Commerce, 1949. The accuracy 
is to be determined by comparison with the 
standard values at 290, 345, and 400 milli­
microns.

There shall b e ' no irregularities. in the 
absorbance curve within these wavelengths.

Phosphoric acid. 85 percent A.C.S. reagent 
grade.

Sodium sulfate, anhydrous, A.C.S. reagent 
grade, preferably in granular form. For each 
bottle of sodium sulfate reagent used, estab­
lish as follows the necessary sodium sulfate 
prewash to provide such filters required in 
the method: Place approximately 35 grams 
of anhydrous sodium sulfate in a 30-milli­
liter coarse, fritted-glass funnel or in a 65- 
milliliter filter funnel with glass wool plug; 
wash with successive 15-milliliter portions 
of the indicated solvent until a 15-mllliliter 
portion of the wash shows 0.00 absorbance 
per centimeter path length between 280 m/t 
and 400 va.fi when tested as prescribed under 
“Organic solvents.” Usually three portions of 
wash solvent are sufficient.

Before proceeding with analysis of a sam­
ple, determine the absorbance in a 5-centi­
meter path cell between 250 millimicrons 
and 400 millimicrons for the reagent blank 
by carrying out the procedure, without a 
metal sample. The absorbance per centi­
meter path length should not exceed 0.02 in 
the wavelength range from 280 m/t to 400 m/t.

Place 300 milliliters of dimethyl sulfoxide 
in a 1-liter separatory funnel and add 75 mil­
liliters of phosphoric acid. Mix the contents 
of the funnel and allow to stand for/10 min­
utes. (The reaction between the sulfoxide 
and the acid is exothermic. Release pressure 
after mixing, then keep funnel stoppered.) 
Add 150 milliliters of isooctane and shake to 
preequilibrate the solvents. Draw off the in­
dividual layers and store in glass-stoppered 
flasks.^

P r o c e d u r e

Sample. Select metal foil or sheet stock 
for the test which has not been previously 
contaminated by careless handling or explo- 
sure to atmospheric dust and fumes. A com­
mercial coil in the form supplied for spindle 
mounting in a packaging line or wrapping 
machine is most suitable. Strip off the out­
side turn of metal and discard. Carefully 
avoid contamination or damage from han­
dling the metal (wear gloves). Remove a 16- 
18-foot length from the coil and place it on 
a flat surface protected by a length of new 
kraft paper. Cut four 15-foot strips from the 
sample, each 3 inches wide (avoid tearing the 
edges of the strips). Using a piece of suitable 
glass rod, roll the strips of metal into loose 
colls and insert each into a Soxhlet thimble. 
Each turn of coil should be visibly separated 
from the adjacent turn.

Extraction. Fill each of the four Soxhlet 
tubes with purified isooctane (see under 
heading “Reagents and Materials,” above) 
until siphon action occurs and then refill 
the tube body. Supply heat to the boiling 
flask and allow extraction to continue for at 
least 8 hours or until repeated weighings of 
the dried and cooled coil show no further 
weight loss.

Combine the isooctane extracts from the 
four Soxhlet units in'a suitable beaker, rins­
ing each tube and flask into the beaker with 
fresh purified solvent. Evaporate the solvent 
under an atmosphere of inert gas (nitrogen) 
to residual volume of 50-60 milliliters and 
transfer this solution to a 500-milliliter 
separatory funnel containing 100 milliliters 
of preequilibrated sulfoxide-phosphoric acid 
mixture. Complete the transfer of the sample 
with small portions of preequilibrated iso­
octane to give a total volume of the residue 
and solvent of 75 milliliters. Shake the funnel 
vigorously for 2 minutes. Set up three 250- 
milliliter separatory funnels with each con­
taining 30 milliliters of preequilibrated 
isooctane. After separation of liquid phases, 
carefully draw off lower layer into the first 
250-milliliter separatory funnel and wash in 
tandem with the 30-milliliter portion of iso-
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octane contained in the 250-milliliter sepa­
ratory funnels. Shaking time for each wash 
is 1 minute. Repeat the extraction operation 
with two additional portions of the sulfoxide- 
acid mixture And wash each extractive in 
tandem through the same three portions of 
isooctane.

Collect the successive extractives (300 mil­
liliters total) in a separatory funnel (pref­
erably 2-liter) containing 480 milliliters of 
distilled water; mix, and allow to cool for a 
few minutes after the last extractive has 
been added. Add 80 milliliters of isooctane to 
the solution and extract by shaking the fun­
nel vigorously for 2 minutes. Draw off the 
lower aqueous layer into a second separatory 
funnel (preferably 2-liter) and repeat the 
extraction with 80 milliliters of isooctane. 
Draw off and discard the aqueous layer. Wash 
each of the 80-milliliter extractives three 
times with 100-milliliter portions of distilled 
water. Shaking time for each wash is 1 min­
ute. Discard the aqueous layers. Filter the 
first extractive through • anhydrous sodium 
sulfate pre-washed with isooctane (see 
sodium sulfate under "Reagents and Mate­
rials” for preparation of filter) into a 250- 
milliliter Erlenmeyer flask (or optionally into 
the evaporation flask). Wash the first sepa­
ratory funnel with the second 80-milliliter 
isooctane extractive and pass through the 
sodium sulfate. Then wash the second and 
first separatory funnels successively with a 
20-milliliter portion of isooctane and pass 
the solvent through the sodium sulfate into 
the flask. Add 1 milliliter of i?-hexadecane 
and evaporate the isooctane on the steam

bath under nitrogen. Discontinue evapora­
tion when not over 1 milliliter of residue re­
mains. To the residue, add a 10-milliliter 
portion of isooctane, reevaporate to 1 milli­
liter of hexadecane, and repeat this operation 
once.

Quantitatively transfer the residue with 
isooctane to a 25-milliliter volumetric flask, 
make to volume, and mix. Determine the 
absorbance of the solution in 5-centimeter 
pathlength cells compared to isooctane as 
reference between 280m/i-400mM (take care 
to lose none of the solution in filling the 
sample ceil). Correct the absorbance values 
for any absorbance derived from reagents as 
determinèd by carrying out the procedure 
without a metal sample. If the corrected ab­
sorbance does not exceed the limits pre­
scribed in this paragraph, the residue meets 
the ultraviolet absorbance specifications.

(b) T h e  following substances m a y  be 
used in surface lubricants used to facili­
tate the drawing, sampling, or forming 
of metallic articles from rolled foil or 
sheet stock by further processing pro­
vided that the total residual lubricant 
remaining, on the metallic article in the 
form in which it contacts food does not 
exceed 0.2 milligram per square inch of 
food-contact surface:

(1) Antioxidants used in compliance 
with regulations in Parts 170 through 
189 of this chapter.

(2) Substances identified in this sub- 
paragraph.

L is t  o f  su b s ta n c e s  L im ita t io n s
Acetyl tributyl citrate...... .........Acetyl triethyl citrate__________
Butyl stearate............. ...... _.........Castor oil............... .......................
Dibutyl sebacate........................
Di(2-ethylhexyl) azelate....................
Di(2-etbylbexyl) sebacate....... ...........
Diisodecyl phthalate.........................
Di^pydcne^lycof11*............... ........ Conforming to the identity prescribed in § 181.28 of-this chapter.
Epoxidized soybean oil...... .......... . Conforming to the identity prescribed in § 181.27 of this chapter.Fatty acids derived from animal and 

vegetable fats and oils, and salts of 
such acids, single or mixed, as follows:Aluminum

Magnesium
Potassium
Sodium
Zinc

Fatty alcohols, straight-chain with even 
number carbon atoms (Cjo or greater).

Isobutyl stearate...............................
Lanolin...........................................
Lmoleic acid amide.........................  '
Mineral oil... —  ............. Conforming to the identity prescribed in § 178.3620 (a) or (b).Mono-, di-, and tnstearyl citrate.........
Oleic acid amide...................... ........
Palmitic acid amide.........................
Petrolatum--- ... ......■... Conforming to the identity prescribed in § 178.3700.
"olyethylene glycol (molecular weight Mono- and diethylene glycol content not to exceed a total of 0.2 net. 360 or greater).
Stannous stearate.............................  . ... .
Stearic acid amide........ .......... .......Stearyf stearate............... ............*”
Triethylene glycol............................. Diethylene glycol content not to exceed 0.1 pet.Wax, petroleum................................  Complying with § 178.3710.

(c) T h e  substances identified in para­
graph (a) (2) of this section m a y  be used 
in surface lubricants used to facilitate 
the drawing, stamping, and forming of 
metallic articles from rolled foil and 
sheet stock provided that total residual 
lubricant remaining on the metallic arti­
cle in the form in which it contacts food 
does not exceed 0.015 milligram per 
square inch of food-contact surface.

(d) Subject to any prescribed limita­
tions, the quantity of surface lubricant 
used in the manufacture of metallic ar-

ticles shall not exceed the least a m o u n t 
reasonably required to accomplish the 
intended technical effect and shall not 
be intended to nor, in fact, accomplish 
any technical effect in the food itself.

(e) T h e  use of the surface lubricants 
in the manufacture of any article that 
is the subject of a regulation in Parts 
174, 175, 176, 177, 178 and § 179.45 of this 
chapter must comply with any specifica­
tions prescribed by such regulation for 
the finished form of the article.

(f) A n y  substance that is listed in this 
section and the subject of a regulation

in Parts 174,175,176,177,178 and § 179.- 
45 of this chapter shall comply with any 
applicable specifications prescribed by 
such regulation.
§ 178.3930 Terpene resins.

T h e  terpene resins identified in para­
graph (a) of this section m a y  be safely 
used as components of polypropylene 
film intended for use in contact with 
food, and the terpene resins identified in 
paragraph (b) of this section m a y  be 
safely used as components of polyolefin 
film intended for use in contact with 
food;

(a) Terpene resins consisting of the 
hydrogenated polymers of terpene h y ­
drocarbons obtainable from sulfate tur­
pentine a n d  meeting the following 
specifications: Drop-softening point of 
118°-138° C; iodine value less than 20.

(b) Terpene resins consisting of poly­
mers of beta-pinene and meeting the 
following specifications: Acid value less 
than 1; saponification n u m b e r  less than 
1; color less 4h a n  4 on the Gardner 
scale as measured in 50 percent mineral 
spirits solution.
§ 178.3940 Tetraethylene glycol di-(2- 

ethylhexoate).
Tetraethylene glycol di-(2-ethylhex- 

oate) containing not mo r e  than 22 parts 
per million ethylene and/or diethylene 
glycols m a y  be used at a level not to 
exceed 0.7 percent by weight of twine as 
a finish on twine to be used for tying 
meat provided the twine fibers are pro­
duced from nylon resins complying with 
§ 177.1500 of this chapter.
§ 178.3950 Tetrahydrofuran.
Tetrahydrofuran m a y  be safely used 

in the fabrication of articles intended for 
packaging, transporting, or storing foods, 
subject to the provisions of this section.

(a) It is used as a solvent in the cast­
ing of film from a solution of polymeric 
resins of vinyl chloride, vinyl acetate, or 
vinylidene chloride that have been po­
lymerized singly or copolymerized with 
one another in any combination, or it 
m a y  be used as a solvent in the casting of 
film prepared from vinyl chloride co­
polymers complying with § 177.1980 of 
this chapter.

(b) T h e  residual a m o u n t  of tetrahy­
drofuran in the film does not exceed 1.5 
percent by weight of film.
§ 178.3970 Ultramarine blue.
Ultramarine blue m a y  be safely used 

as a component of articles intended for 
use in producing, manufacturing, pack­
ing, processing, preparing, treating, 
packaging, transporting, or holding food 
in accordance with the following pre­
scribed conditions:

(a) It is used as a colorant in the 
manufacture of the following articles:

(1) Flexible, semirigid, and rigid plas­
tic materials.

(2) Textiles and textile fibers as pro­
vided in § 177.2800 of this chapter.

(b) T h e  quantity used shall not exceed 
the a m o u n t  reasonably required to ac­
complish the intended effect.
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PART 179— IRRADIATION IN THE PRO­
DUCTION, PROCESSING AND HAN­
DLING OF FOOD

Subpart A— [Reserved]
Subpart B— Radiation and Radiation Sources 

Sec.
179.21 Sources of radiation used for inspec­

tion of food, for inspection of pack­
aged food, and for controlling food 
processing.

179.22 Low-dose gamma radiation for the
treatment of food.

179.24 Low-dose electron beam radiation for 
the treatment of food.

179.30 Radiofrequency radiation for the 
heating of food, including micro- 
wave frequencies.

179.39 Ultraviolet radiation for the process­
ing and treatment of food.

Subpart C— Packaging Materials for Irradiated 
Foods

179.45 Packaging materials for use during 
the irradiation of prepackaged 
foods.

A u t h o r i t y : Secs. 409, 701, 52 Stat. 1055- 
1056 as amended, 72 Stat. 1785-1786 as 
amended (21 U.S.C. 348, 371), unless other­
wise noted.

Subpart A— [Reserved]
Subpart B— Radiation and Radiation 

Sources
§ 179.21 Sources o f  radiation used for 

inspection o f food, for inspection o f  
packaged food, and for controlling 
food processing.,

Sources of radiation for the purposes 
of inspection of foods, for inspection of 
packaged food, a n d  for controlling food 
processing m a y  be safely used Under the 
following conditions:

(a) T h e  radiation source is one of the 
following:

(1) X-ray tubes producing X-radia­
tion from operation of the tube jsource 
at energy levels of 300 kilovolt peak or 
lower.

(2) Sealed units producing radiations 
at energy levels of not m o r e  than 2.2 
million electron volts from one of the 
following isotopes: Americium-241, ce­
sium-137, cobalt-60, iodine-125, krypton- 
85, radium-226, and strontium-90.

(b) T o  assure safe use of these radia­
tion sources:

(1) T h e  label of the sources shall bear, 
in addition to the other information re­
quired by the Act:

(1) Appropriate and accurate infor­
mation identifying the source of 
radiation.

(ii) T h e  m a x i m u m  energy of radia­
tion emitted by X-ray tube sources.

(2) T h e  label or accompanying label­
ing shall bear:

(i) Adequate directions for installa­
tion and use.

(ii) A  statement that no food shall 
be exposed to a radiation source so as 
to receive a n  absorbed dose in excess of 
1000 rads.
§ 179.22 Low-dose gamma radiation for 

the treatment o f food.
G a m m a  radiation for the' treatment 

of certain foods m a y  be safely used under 
the following conditions:

(a) T h e  radiation source consists of (b) T h e  g a m m a  radiation is used or 
sealed units containing the isotope co- intended for use in a single treatment 
balt-60 or cesium-137. as follows:

Food for irradiation Limitations Use

Wheat__ _•__________________
Wheat flour from unirradiated wheat.. 
White potatoes________________

. Absorbed dose: 20,000 to 50,000 rd...
___ do...................................... .
. Absorbed dose: 5,000 to 15,000 rd__

... Control of insect infestation. 
Do.

... Inhibit sprout development.

(c) T o  assure safe use, the label and 
labeling of the food shall bear, in addi­
tion to the other information required 
by the act, the following statements:

(1) “Treated with ionizing radiation” 
or “Treated with g a m m a  radiation” on 
retail packages.

(2) “Treated with ionizing radia­
tion— do not irradiate again” or “Treated 
with g a m m a  radiation— do not Irradiate 
again” on wholesale packages and on in­
voices or bills of lading of bulk shipments.

§ 179.24 Low-dose electron beam radi­
ation for the treatment o f food.

Electron b e a m  radiation for the treat­
m e n t  of food m a y  be safely used under 
the following conditions:

(a) T h e  radiation source consists of 
an electron accelerator producing a b e a m  
of electrons at energy levels not to ex­
ceed 5 million electron volts.

(b) T h e  electron b e a m  radiation is 
used or intended for use in a single treat­
m e n t  as follows:

Food for radiation Limitation Use

Wheat

Wheat flour from unirradi­
ated wheat.

Absorbed dose: 20,000 to 50,000 rads. Maximum thickness of 
food under irradiation: 0.6 cm/Mev of electron energy 
under single beam irradiation or 1.4 cm/Mev of electron 
energy with crossflring beams. Maximum flow: 10 tons 
per hour per kilowatt under single beam irradiation, or 
14 tons per hour per kilowatt with crossfiring beams. 

__ do___ ____ ___ _______________ _________

Control of insect infe s tation.

Do.

(c) In the case of electron b e a m  
radiation used for treatment of food, a 
permanent record of the radiation in­
tensity and power used in the processing 
shall be m a d e  with recorders coupled to 
the electron accelerator, and the records 
shall be retained for Food and D r u g  
Administration inspection for a period 
of 1 year. Such records shall provide 
informâtion identifying completely the 
food that has been subjected to the 
radiation recorded thereon.

(d) T o  assure safe use, the label and 
labeling of the food shall bear, in addi­
tion to the other information required 
by the act, the following statements:

(1) “Treated with ionizing radiation” 
or “Treated with electron radiation” on 
retail packages.

(2) “Treated with ionizing radia­
tion— do not irradiate again” or “Treated 
with electron radiation— do not irradiate 
again” on wholesale packages and on in­
voices or bills of lading of bulk ship­
ments.

§ 179.30 Radiofrequency radiation for  
the heating o f food, including micro­
wave frequencies.

Radiofrequency radiation, including 
microwave frequencies, m a y  be safely 
used for heating food under the fol­
lowing conditions:

(a) T h e  radiation source consists of 
electronic equipment producing radio 
waves with specific frequencies for this 
purpose authorized by the Federal C o m ­
munications Commission.

(b) T h e  radiation is used or intended 
for use in the production of heat in food 
wherever heat is necessary a n d  effective 
in the treatment or processing of food.
§ 179.39 Ultraviolet radiation for the 

processing and treatment o f food.
Ultraviolet radiation for the processing 

a n d  treatment of food m a y  be safely 
used under the following conditions:

(a) T h e  radiation sources consist of 
ultraviolet emission tubes designed to 
emit wavelengths within the range of 
2200-3000 Angstrom units with 90 per­
cent of the emission being the wa v e ­
length 2537 Angstrom units.

(b) T h e  ultraviolet radiation is used 
or intended for use as follows:

Irradiated food Limitations Use

Food and food products...  Irradiated with 2,200 to 3,000 A emissions, without ozone Surface microorganism 
production: high fat-content food irradiated in vacuum control, 
or in an inert atmosphere; intensity of radiation, 1 W (of 2,537 A radiation) per 5 to 10 ft2.

Potable water....----- .... Irradiated with 2,200 to 3,000 A emissions, without ozone Sterilization of water used
production; coefficient of absorption, 0.19 per cm. or less; in food production, 
flow rate, 100 gal/h per watt of 2,537 A radiation; water 
depth, 1 cm or less; lamp-operating temperature, 36° to
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Subpart C— Packaging M aterials for 
Irradiated Foods

§ 179.45 Packaging materials for use 
during the irradiation of prepack­
aged foods.

T h e  packaging materials identified in 
this section m a y  be safely subjected to 
irradiation incidental to the radiation 
treatment a n d  processing of prepackaged 
foods, subject to the provisions of this 
section and to the requirement that no 
induced radioactivity is detectable in the 
packaging material itself:

(a) T h e  radiation of the food itself 
shall comply with regulations in this 
part.

(b) T h e  following packaging m a t e ­
rials m a y  be subjected to a dose of radia­
tion, not to exceed 1 megarad, unless 
otherwise indicated, incidental to the use 
of g a m m a  radiation in the radiation 
treatment of prepackaged foods:

(1) Nitrocellulose-coated or vinyli- 
dene chloride copolymer-coated cello­
phane complying with § 177.1200 of this 
chapter.

(2) Glassine paper complying with 
§ 176.170 of this chapter.

(3) Wax-coated paperboard comply­
ing with § 176.170 of this chapter.

(4) Polyolefin film prepared from one 
or m o r e  of the basic olefin polymers c o m ­
plying with § 177.1520 of this chapter. 
T h e  finished film m a y  contain:

(i) Adjuvant substances used in c o m ­
pliance with § § 178.3740 and 181.22 
through 181.30 of this chapter, sodium 
citrate, sodium lauryl sulfate, polyvinyl 
chloride, a n d  materials as listed in para­
graph (c) (2) (i) of this section.

(ii) Coatings comprising a vinylidene 
chloride copolymer containing a mini­
m u m  of 85 percent vinylidene chloride 
with one or mo r e  of the following 
comonomers: Acrylic acid, acrylonitrile, 
itaconic acid, methyl acrylate, and 
methyl methacrylate.

(5) .Kraft paper prepared from u n ­
bleached sulfate pulp to which rosin, 
complying with § 178.3870 of this chap­
ter, and alum m a y  be added. T h e  kraft 
paper is used only as a container for flour 
and is irradiated with a dose not exceed­
ing 50,000 rads.

(6) Polyethylene terephthalate film 
prepared from the basic polymer as 
described in § 177.1630(d) (4) (i) of this 
chapter. T h e  finished film m a y  contain :

(i) Adjuvant substances used in c o m ­
pliance with §§ 178.3740 and 181.22 
through 181.30 of this chapter, sodium 
citrate, sodium lauryl sulfate, polyvinyl 
chloride, and materials as listed in para­
graph (c) (2) (i) of this section.

(ii) Coatings comprising a vinylidene 
chloride copolymer containing a mini­
m u m  of 85 percent vinylidene chloride 
with one or more of the following 
comonomers: Acrylic acid, acrylonitrile, 
itaconic acid, methyl acrylate, and 
methyl methacrylate.

(iii) Coatings consisting of polyethyl­
ene comforming to § 177.1520 of this 
chapter.

(7) Polystyrene film prepared from 
styrene basic polymer. T h e  finished film 
m a y  contain adjuvant substances used

in compliance with §§ 178.3740 and 181.- 
22 through 181.30 of this chapter.

(8) Rubber hydrochloride film pre­
pared from rubber hydrochloride basic 
polymer having a chlorine content of 
30-32 weight percent and having a ma x i ­
m u m  extractable fraction of 2 weight 
percent w h e n  extracted with n -hexane- 
at reflux temperature for 2 hours. T h e  
finished film m a y  contain adjuvant sub­
stances used in compliance with §§ 178.- 
3740 and 181.22 through 181.30 of this 
chapter.

(9) Vinylidene chloride-vinyl chloride 
copolymer film prepared from vinylidene 
chloride-vinyl chloride basic copolymers 
containing not less than 70 weight per­
cent of vinylidene chloride and having 
a viscosity of 0..50-1.50 centipoises as 
determined by A S T M  method D  729-57. 
T h e  finished film m a y  contain adjuvant 
substances used in compliance with

(ii) Polyethylene terephthalate film 
prepared from the basic polymer as de­
scribed in § 177.1630(d) (4) (i) of this 
chapter. T h e  finished film m a y  contain 
one or mo r e  of the added substances list­
ed in subdivision (i) of this subpara­
graph.

(iii) Nylon 6 films prepared from the 
nylon 6 basic polymer as described in 
§ 177.1500(a) (6) of this chapter and 
meeting the specifications of item 6.1 of 
the table in § 177.1500(b) of this chap­
ter. T h e  finished film m a y  contain one 
or m o r e  of the added substances listed 
in paragraph (c) (2) (i) of this section.

(iv) Vinyl chloride-vinyl acetate co­
polymer film prepared from the basic co­
polymer containing 88.5 to 90.0 weight 
percent of vinyl chloride with 10.0 to 11.5 
weight percent of vinyl acetate and hav­
ing a m a x i m u m  volatility of not over 3.0 
percent (1 hour at 105° C) and, viscos­
ity not less than 0.30 determined by 
A S T M  D-1243-60, Method A. T h e  fin­
ished film m a y  contain one or more of 
the added substances listed in paragraph
(c) (2) (i) of this section.

(d) Acrylonitrile copolymers identi­
fied in this section shall comply with the 
provisions of § 180.22 of this chapter.

PART 180— FOOD ADDITIVES PERMITTED 
IN FOOD ON AN INTERIM BASIS OR IN 
CONTACT WITH FOOD PENDING ADDI­
TIONAL STUDY

Subpart A— General ProvisionsSec.
180.1 General.

§§ 178.3740 and 181.22 through 181.30 of 
this chapter.

(10) Nylon 11 conforming to 
§ 177.1500 of this chapter.

(c) T h e  following packaging materi­
als m a y  be subjected to a dose of radia­
tion, not to exceed 6 megarads incidental 
to the use of g a m m a  or X-radiation in 
the radiation processing of prepackaged 
foods:

(1) Vegetable parchments, consisting 
of a cellulose material m a d e  from water- 
leaf paper (unsized) treated with con­
centrated sulfuric acid, neutralized, and 
thoroughly washed with distilled water.

(2) Films prepared from basic poly­
mers and with or without adjuvants, as 
follows:

(i) Polyethylene film prepared from 
the basic polymer as described in 
§ 177.1520(a) of this chapter. T h e  fin­
ished film m a y  contain one of more of 
the following added substances:

Subpart B— Specific Requirements for Certain 
Food Additives

Sec.
180.22 Acrylonitrile, copolymers.
180.25 Mannitol.
180.30 Brominated vegetable oil.
180.37 Saccharin, ammonium saccharin, 

calcium saccharin, and sodium 
saccharin.

A u t h o r i t y : Secs. 409, 701, 52 Stat. 1055- 
1056 as amended, 72 Stat. 1785-1788 as 
amended (21 U.S.C. 348, 371), unless other­
wise noted.

Subpart A— General Provisions 
§ 180.1 General.

(a) Substances having a history of 
use in food for h u m a n  consumption or 
in food contact surfaces m a y  at any time 
have their safety or functionality 
brought into question by n e w  informa­
tion that in itself is not conclusive. A n  
interim food additive regulation for the 
use of any such substance m a y  be 
promulgated in this subpart w h e n  n e w  
information raises a substantial question 
about the saïëty or functionality of the 
substance but there is a reasonable cer­
tainty that the substance is not harmful 
a n d  that no h a r m  to the public health 
will result from the continued use of the 
substance for a limited period of time 
while the question raised is being re­
solved by further study.

(b) N o  interim food additive regula­
tion m a y  be promulgated if the n e w  in­
formation is conclusive with respect to 
the question raised or if there is a rea­
sonable likelihood that the substance is 
harmful or that continued use of the

S u b s ta n c e s  i L im i ta t io n s
Amides of erucic, linoleic, oleic, palm- Not to exceed 1 pet by weight of the polymer, itie, and stearic acid.
BHA as described in § 172.110 of this chapter.
BHT as described in § 172.115 of this chapter.
Calcium and sodium propionates___ '
Petroleum wax as described in § 178.3710 

of this chapter.
Polypropylene, noncrystalline, as de­

scribed in § 177.1520(c) of this chapter.
Stearates of aluminum, calcium, mag­

nesium, potassium, and sodium as 
described in § 172.863(a) of this chap­ter.

Triethylene glycol as described in 
§ 178.3740(b) of this chapter.

Mineral oil as described in § 178.3620 (a) 
or (b) of this chapter.

Do.
Do.
Do.
Do.

Not to exceed 2 pet by weight of the polymer. 
Not to exceed 1 pet by weight of the polymer.

Do.
Do. •
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substance will result in h a r m  to the p u b ­
lic health.

(c) T h e  Commissioner, on his o w n  ini­
tiative or o n  the petition of any inter­
ested person, pursuant to Part 2 of this 
chapter, m a y  propose a n  interim food 
additive regulation. A  final order promul­
gating an interim food additive regula­
tion shall provide that continued use of 
the substance in food is subject to each 
of the following conditions:

(1) Use of the substance in food or 
food contact surfaces must comply with 
whatever limitations the Commissioner 
deems to be appropriate under the 
circumstances.

(2) Within 60 days following the effec­
tive date of the regulation, an interested 
person shall satisfy the Commissioner 
in writing that studies adequate and ap­
propriate to resolve the questions raised 
about the substance have been under­
taken, or the Food and Dr u g  Adminis­
tration m a y  undertake the studies. T h e  
Commissioner m a y  extend this 60-day 
period if necessary to review and act on 
proposed protocols. If no such c o mmit­
ment is made, or adequate and appro­
priate studies are not undertaken, an 
order shall immediately be published in 
the Federal R egister revoking the in­
terim food additive regulation effective 
upon publication.

(3) A  progress report shall be filed on
the studies every January 1 and July 1 
until completion. If the progress report 
is inadequate or if the Commissioner 
concludes that the studies are not being 
pursued promptly and diligently or if 
interim results indicate a reasonable 
likelihood that a health hazard exists, 
an order will promptly be published in 
the Federal R egister revoking the in­
terim food additive regulation effective 
upon publication. „

(d) Promptly upon completion of the 
studies undertaken on the substance, the 
Commissioner will review all available 
data, will terminate the interim food ad­
ditive regulation, and will either issue a 
food additive regulation or will require 
elimination of the substance from the 
food supply.

(e) T h e  Commissioner m a y  consult 
with advisory committees, professional 
organizations, or other experts in the 
field, in evaluating:

(1) Whether an interim food additive 
regulation is justified,

(2) T h e  type of studies necessary and 
appropriate to resolve questions raised 
about a substance,

(3) Whether interim results indicate 
the reasonable likelihood that a health 
hazard exists, or

(4) W h ether the data available at 
the conclusion of those studies justify a 
food additive regulation.

Subpart B— Specific R equirem ents for 
Certain Food Additives

§ 180.22 Acrylonitrile copolymers.
Acrylonitrile copolymers m a y  be safely 

Used on an interim basis as articles or 
components of articles intended for use 
m  contact with food, in accordance with 
the following prescribed conditions :

(a) Limitations for acrylonitrile m o n ­
o m e r  extraction for finished food-contact 
articles, determined by using methods of 
analysis available upon request from the 
Food and D r u g  Administration, Bureau 
of Foods, Division of Food and Color 
Additives, 200 C  St. SW., Washington, 
D C  20204, are as follows:

(1) In the case of single-use articles 
having a volume to surface ratio of 10 
milliliters or m o r e  per square inch of 
food contact surface— 0.003 milligram/ 
square inch w h e n  extracted to equi­
librium at 120° F  with food-simulating 
solvents appropriate to the intended con­
ditions of use.

(2) In the case of single-use articles 
having a volume to surface ratio of less 
than 10 milliliters per square inch of 
food contact surface— 0.3 part per mil­
lion calculated on the basis of the volume 
of the container w h e n  extracted to equi­
librium at 120° F  with food-simulating 
solvents appropriate to the intended 
conditions of use.

(3) In the case of repeated-use arti­
cles— 0.003 milligram/square inch w h e n  
extracted at a time equivalent to initial 
batch usage utilizing food-simulating 
solvents and temperatures appropriate 
to the intended conditions of use.
T h e  food-simulating solvents shall in­
clude, where applicable, distilled water, 
8 percent or 50 percent ethanol, 3 per­
cent acetic acid, and either n-heptane 
or an appropriate oil or fat.

(b) W h e r e  necessary, current regula­
tions permitting the use of acrylonitrile 
copolymers shall be revised to specify 
limitations on acrylonitrile/mercaptan 
complexes utilized in the production of 
acrylonitrile copolymers. Such copoly­
mers, if they contain reversible acrylo­
nitrile/mercaptan complexes and are 
used in other than repeated-use condi­
tions, shall be tested to determine the 
identity of the complex and the level of 
the complex present in the food-contact 
article. Such testing shall include deter­
mination of the rate of decomposition of 
the complex at temperatures of 100° F, 
160° F, and 212° F  using 3 percent acetic 
acid as the hydrolic agent. Acrylonitrile 
m o n o m e r  levels, acrylonitrile/mercaptan 
complex levels, acrylonitrile oligomer 
levels, descriptions of the analytical 
methods used to determine the complex 
and the acrylonitrile migration, and vali­
dation studies of these analytical m e t h ­
ods shall be submitted by June 9,1977, to 
the Food and D r u g  Administration, B u ­
reau of Foods, Division of Food and 
Color Additives, 200 C  St. SW., Washing-/ 
ton, D.C. 20204, unless an extension is 
granted by the Food and Drug Adminis­
tration for good cause shown. Analytical 
methods for the determination of acrylo­
nitrile complexes with n-dodecylmercap- 
tan, n-octyl mercaptan, and 2-mercapto- 
ethanol are available upon request from 
the Division of Food and Color Additives.

(c) T h e  following data shall be pro­
vided for finished food-contact articles 
intended for repeated use:

(1) Qualitative and quantitative m i ­
gration values at a time equivalent to 
initial batch usage, utilizing solvents and
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temperatures appropriate to the intended 
conditions of use.

(2X Qualitative and quantitative m i ­
gration values at the time of equilibrium 
extractions, utilizing solvents and t e m ­
peratures appropriate to the intended 
conditions of use.

(3) Data on the volume and/or weight 
of food handled during the initial batch 
time period (s), during the equilibrium 
test period, and over the estimated life 
of the food-contact surface.

(d) W h e r e  acrylonitrile copolymers 
represent only a minor component of a 
polymer system, calculations based on 
100 percent migration of the acryloni­
trile component m a y  be submitted in lieu 
of the requirements of paragraphs (a), 
(b), and (c) of this section in support 
of the continued safe use of acrylonitrile 
copolymers.

(e) O n  or before September 13, 1976, 
any interested person shall satisfy the 
Commissioner of Food a n d  Drugs that 
toxicological feeding studies adequate 
a n d  appropriate to establish safe con­
ditions for the use of acrylonitrile co­
polymers have been, or soon will be, u n ­
dertaken. Toxicity studies of acryloni­
trile m o n o m e r  shall include (1) lifetime 
feeding studies with a m a m m a l i a n  spe­
cies, preferably with animals exposed in 
utero to the chemical, (2) studies of 
multigeneration reproduction with oral 
administration of the test material, (3) 
assessment of teratogenic and mutagenic 
potentials, (4) subchronic oral adminis­
tration in a nonrodent m a m m a l ,  (5) 
tests to determine any synergistic toxic 
effects between acrylonitrile m o n o m e r  
a n d  cyanide ion, and (6) a literature 
search on the effects of chronic ingestion 
of hydrogen cyanide. Data on levels of 
acrylamide extractable from acryloni­
trile copolymers shall also be submitted. 
Protocols of testing should be submitted 
for review to the Food and D r u g  A d m i n ­
istration, Bureau of Foods, Division of 
Food and Color Additives (HFF-330), 
200 C  St. SW., Washington, D.C. 20204.

(f) Acrylonitrile copolymers m a y  be 
used in contact with food only if author­
ized in Parts 174 through 179 or § 181.32 
of this chapter except that other uses 
of acrylonitrile copolymers in use prior 
to June 14,1976, m a y  continue under the 
following conditions:

(1) O n  or before August 13, 1976, each 
use of acrylonitrile copolymers in a m a n ­
ner not authorized by § 181.32 of this 
chapter or Parts 174 through 179 of this 
chapter shall be the subject of a notice 
to the Food and Drug Administration, 
Bureau of Foods, Division of Food and 
Color Additives (HFF-330), 200 C  St 
SW., Washington, D C  20204. Such notice 
shall be accompanied by a statement of 
the basis, including any articles and cor­
respondence, on which the user in good 
faith believed the use to be prior-sanc­
tioned. T h e  Commissioner of Food and 
Drugs shall, by notice in the Federal 
R egister, identify any use of acrylon­
itrile copolymers not in accordance with 
this paragraph. Those uses are there­
after unapproved food additives and 
consequently unlawful.
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(2) A n y  use of acrylonitrile copolymers 
subject to paragraph (f) (1) of this sec­
tion shall be the subject of a petition 
submitted on or before December 13, 
1976, in accordance with § 171.1 of this 
chapter, unless an extension of time is 
granted by the Food and D r u g  Adminis­
tration for good cause shown. A n y  ap­
plication for extension shall be by peti­
tion submitted in accordance with the 
requirements of Part 2 of this chapter. 
If a petition is denied, in whole or in part, 
those uses subject to the denial are 
thereafter unapproved food additives 
and consequently unlawful.

(3) A n y  use of acrylonitrile copoly­
mers subject to paragraph (f) (1) of this 
section shall meet the acrylonitrile m o n ­
omer extraction limitation set. forth in 
paragraph (a) of this section and shall 
be subject to the requirements of para­
graph (b) of this section.

(g) In addition to the requirements of 
this section, the use of acrylonitrile co­
polymers shall comply with all appli­
cable requirements in other regulations 
in this part.
§ 180.25 Mannitol.

(a) Mannitol is the chemical 1,2,3,4,5, 
6,-hexanehexol (C«HnO«) a hexahydric 
alcohol, differing from sorbitol princi­
pally by having a different optical rota­
tion. Mannitol is produced by the elec­
trolytic reduction, or the transition metal 
catalytic hydrogenation, of sugar solu­
tions containing glucose or fructose.

(b) T h e  ingredient meets the speci­
fications of the Food Chemicals Codex, 
2d Ed. (1972).11

(c) T h e  ingredient is used as an anti­
caking agent and free-flow agent as 
defined in § 170.3 (o) (1) of this chapter, 
formulation aid as defined in § 170.3 (o)
(14) of this chapter, firming agent as 
defined in § 170.3 (o) (10) of this chapter, 
flavoring agent and adjuvant as defined 
in § 170.3(o) (12) of this chapter, lubri­
cant and release agent as defined-in 
§ 170.3(o) (18) of this chapter, nutritive 
sweetener as defined in § 170.3 (o) (21) of 
this chapter, processing aid as defined 
in § 170.3(o) (24) of this chapter, sta­
bilizer and thickener as defined in § 170.- 
3(o) (28) of this chapter, surface-finish­
ing agent as defined in § 170.3 (o) (30) 
of this chapter, and texturizer as defined 
in § 170.3(o) (32) of this chapter.

(d) T h e  ingredient is used in food at 
levels not to exceed 98 percent in pressed 
mints and 5 percent in all other hard 
candy and cough drops as defined in 
§ 170.3 (n) (25) of this chapter, 31 per­
cent in chewing g u m  as defined in § 170.- 
3(n)(6) of this chapter, 40 percent in 
soft candy as defined in § 170.3 (n) (38) 
of this chapter, 8 percent in confections 
and frostings as defined in § 170.3 (n) (9) 
of this chapter, 15 percent in nonstand- 
ardized jams and jellies, commercial, as 
defined in § 170.3(n) (28) of this chapter, 
and at levels less than 2.5 percent in all 
other foods.

11 Copies may be obtained from: The Na­
tional Academy of Sciences, 2101 Constitu­
tion Ave. NW., Washington, D.C. 20037.

(e) T h e  label and labeling of food 
whose reasonably foreseeable c o n s u m p ­
tion m a y  result in a daily ingestion of 20 
grams of mannitol shall bear the state­
m e n t  “Excess consumption m a y  have a 
laxative effect”.

(f) In accordance with § 180.1, ade­
quate and appropriate feeding studies 
have been undertaken for this substance. 
Continued uses of this ingredient are 
contingent upon timely and adequate 
progress reports of such tests, and no 
indication of increased risk to public 
health during the test period.

(g) Prior sanctions for this ingredi­
ent different from the uses established in 
this regulation do not exist or have been 
waived.
§ 180.30 Brominated vegetable oil.
T h e  food additive brominated vege­

table oil m a y  be safely used in accord­
ance with the following prescribed 
conditions:

(a) T h e  additive complies with speci­
fications prescribed in Food Chemicals 
Codex, First Edition, except that free 
fatty acids (as oleic) shall not exceed 2.5 
percent and iodine value shall not exceed
16.

(b) T h e  additive is used on a n  interim 
basis as a stabilizer for flavoring oils used 
in fruit-flavored beverages, for which 
any applicable standards of identity do 
not preclude such use, in an amou n t  not 
to exceed 15 parts per million in the 
finished beverage, pending the outcome 
of additional toxicological studies on 
which periodic reports at 6-month inter­
vals are to be furnished and final results 
submitted to the Food and D r u g  A d m i n ­
istration promptly after completion of 
the studies.
i f l  80.37 )  Saccharin, ammonium saccha­

rin, calcium saccharin, and sodium  
saccharin.

T h e  food additives saccharin, a m ­
m o n i u m  saccharin, calcium saccharin, 
and sodium saccharin m a y  be safely used 
as sweetening agents in food in accord­
ance with the following conditions, if the 
substitution for nutritive sweeteners is 
for a valid special dietary purpose and 
is in accord with current special dietary 
food regulations and policies or if the 
use or intended use is for an authorized 
technological purpose other than calorie 
reduction:

(a) Saccharin is the chemical, 1,2- 
benzisothiazolin-3 -one-1,1 -dioxide (C 7H 5 
N O s S ) . T h e  n a m e d  salts of saccharin are 
produced by the additional neutralization 
of saccharin with the proper base to yield 
the desired salt.

(b) T h e  food additives meet the spec­
ifications of the “Food Chemicals 
Codex.”

(c) Authority for such use shall expire 
w h e n  the Commissioner receives the 
final reports on the ongoing studies in 
C a n a d a  and publishes a n  order on the 
safety of saccharin and its salts based on 
those reports and other available data.

(d) T h e  additives are used or intended 
for use as a sweetening agent only in 
special dietary foods, as follows:

(1) In beverages, fruit juice drinks, 
and bases or mixes w h e n  prepared for 
consumption in accordance with direc­
tions, in amounts not to exceed 12 milli­
grams of the additive, calculated as sac­
charin, per fluid ounce.

(2) As a sugar substitute for cooking 
or table use, in amounts not to exceed 
20 milligrams of the additive, calculated 
as saccharin, for each expressed tea­
spoonful of sugar sweetening equiva­
lency.

(3) In processed foods, in amounts not 
to exceed 30 milligrams of the additive, 
calculated as saccharin, per serving of 
designated size.

(e) T h e  additives are used or intended 
for use only for the following technologi­
cal purposes:

(1) T o  reduce bulk and enhance 
flavors in chewable vitamin tablets, 
chewable mineral tablets, or combina­
tions thereof.

(2) T o  retain flavor and physical 
properties of chewing gum.

(3) T o  enhance flavor of flavor chips 
used in nonstandardized bakery prod­
ucts.

(f) T o  assure safe use of the additives, 
in addition to the other information re­
quired by the act:

(1) T h e  label of the additive and any 
intermediate mixes of the additive for 
manufacturing purposes shall bear:

(1) T h e  n a m e  of the additive.
(ii) A  statement of the concentration 

of the additive, expressed as saccharin, in 
any intermediate mix.

(iii) . Adequate directions for use to 
provide a final food product that c o m ­
plies with'the limitations prescribed in 
paragraphs (d) and (e) of this section.

(2) T h e  label of any finished food 
product containing the additive shall 
bear:

(i) T h e  n a m e  of the additive.
(ii) T h e  a m o u n t  of the additive, cal­

culated as saccharin, as follows :
(a) For beverages, in milligrams per 

fluid ounce ;
(b) For cooking or table use prod­

ucts, in milligrams per dispensing unit;
(c) For processed foods, in terms of 

the weight or size of a serving which 
shall be that quantity of the food con­
taining 30 milligrams or less of the addi­
tive.

(iii) W h e n  the additive is used for cal­
orie reduction, such other labeling as is 
required by Part 105 or § 100.130 of this 
chapter.

PART 181— PRIOR-SANCTIONED FOOD 
INGREDIENTS 

Subpart A— General Provisions
Sec.
181.1 General.
181.5 Prior sanctions.

Subpart B— Specific Prior-Sanctioned Food 
Ingredients

181.22 Certain substances employed in the
manufacture of food-packaging 
materials.

181.23 Antimycotics.
181.24 Antioxidants.
181.25 Driers.
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sec... m a m
181.26 Drying oils as components of finished

resins.
181.27 Plasticizers.
181.28 Release agents.
181.29 Stabilizers.
181.30 Substances used in the manufacture

of paper and paperboard products 
used in food packaging.

181.32 Acrylonitrile polymers and resins.
A u t h o r i t y : Secs. 409, 701, 52 Stat. 1055— 

1056 as amended, 72 Stat. 1785-1788 as 
amended (21 U.S.C. 348, 371), unless other­
wise noted.

Subpart A— General Provisions
§ 181.1 General.

(a) A n  Ingredient whose use in food or 
food packaging is subject to a prior sanc­
tion or approval within the meaning of 
section 201 (s) (4) of the act is exempt 
from classification as a food additive. 
The Commissioner will publish in this 
part all k n o w n  prior sanctions. A n y  in­
terested person m a y  submit to the C o m ­
missioner a request for publication of a 
prior sanction, supported by evidence to 
show that it falls within section 201 (s)
(4) of the act.
(b) Based upon scientific data or in­

formation that shows that use of a prior- 
sanctioned food ingredient m a y  be in­
jurious to health, and thus in violation 
of section 402 of the act, the C o m m i s ­
sioner will establish or a m e n d  an appli­
cable prior sanction regulation to impose 
whatever limitations or conditions are 
necessary for the safe use of the ingredi­
ent, or to prohibit use of the ingredient.
(Secs. 201 (s), 409, 701(a), 52 Stat. 1055 and 
72 Stat. 1784-1788, as amended (21 U.S.C. 
321 (s), 348, 371(a)).)
§ 181.5 Prior sanctions.
(a) A  prior sanction shall exist only 

for a specific use(s) of a substance in 
food, i.e., the level (s), condition (s), prod­
uct^), etc., for which there was ex­
plicit approval by the Food and Dr u g  
Administration or the United States De-, 
partaient of Agriculture prior to Sep­
tember 6,1958.

(b) T h e  existence of a prior sanction 
exempts the sanctioned use(s) from the 
food additive provisions of the act but 
not from the other adulteration or the 
misbranding provisions of the act.

(c) All k n o w n  prior sanctions shall be 
the subject of a regulation published in 
this part. A n y  such regulation is subject 
to a m e n d m e n t  to impose whatever limi­
tation (s) or condition(s) m a y  be neces­
sary for the safe use of the ingrédient, or 
revocation to prohibit use of the ingre­
dient, in order to prevent the adultera­
tion of food in violation of séction 402 
of the act.

(d) In proposing, after a general eval­
uation of use of an ingredient, regula­
tions affirming the G R A S  status of sub­
stances added directly to h u m a n  food in 
Part 184 of this chapter or substances in 
food-contact surfaces in Part 186 of this 
chapter, or establishing a food additive 
regulation for substances added directly 
to h u m a n  food in Parts 172 a n d  173 of 
this chapter or food additives in food- 
contact surfaces in Parts 174, 175, 176, 
W7, 178 and § 179.45 of this chapter, the 
Commissioner shall, if he is aware of

any prior sanction for use of the ingre­
dient under conditions different fr o m  
those proposed in the regulation, concur­
rently propose a separate regulation cov­
ering such use of the ingredient under 
this part. If the Commissioner is u n a ­
ware of any such applicable prior sanc­
tion, the proposed regulation will so state 
and will require any person w h o  intends 
to assert or rely on such sanction to sub­
mit proof of its existence. A n y  food addi­
tive or G R A S  regulation promulgated 
after a general evaluation of use of an 
ingredient constitutes a determination 
that excluded uses would result in adul­
teration of the food in violation of sec­
tion 402 of the act, and the failure of 
any person to c o m e  forward with proof 
of such an applicable prior sanction in 
response to a proposal will constitute a 
waiver of the right to assert or rely on 
such sanction at any later time. T h e  n o ­
tice will also constitute a proposal to 
establish a regulation under this part, 
incorporating the s a m e  provisions, in the 
event that such a regulation is deter­
mined to be appropriate as a result of 
submission of proof of such a n  applicable 
prior sanction in response to the 
proposal.
Subpart B— Specific Prior-Sanctioned Food 

Ingredients
§ 181.22 Certain substances employed 

in the manufacture o f food-packag­
ing materials.

Prior to the enactment of the food 
additives a m e n d m e n t  to the Federal 
Food, Drug, and Cosmetic Act, sanctions 
were granted for the usage of the follow­
ing substances in the manufacture of 
packaging materials. S o  used, these 
substances are not considered “food a d ­
ditives” within the meaning of section 
201 (s) of the act, provided that they are 
of good commercial grade, are suitable 
for association with food, and are used in 
accordance with good manufacturing 
practice. For the purpose of this sec­
tion, good manufacturing practice for 
food-packaging materials includes the 
restriction that the quantity of any of 
these substances which becomes a c o m ­
ponent of food as a result of use in 
food-packaging materials shall not be 
intended to accomplish any physical or 
technical effect in the food itself, shall be 
reduced to the least a m o u n t  reasonably 
possible, and shall not exceed any limit 
specified in this subpart.
§ 181.24 Antioxidants.

Substances classified as antioxidants, 
w h e n  added to food (limit of addition to 
food, 0.005 percent) shall include:
Butylated hydroxyanisole.
Butylated hydroxytoluene.
DUauryl thiodipropionate.
Distearyl thiodipropionate.
Gum gualac:
Nordihydroguairetic acid.
Propyl gallate.
Thiodipropionic acid.
2,4,5-Trihydroxy butyrophenone.
§ 181.23 Antimycotics.

Substances classified as antimycotics, 
w h e n  added to food shall include:
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Calcium propiona-oe.
Methylparaben (methyl p -hydroxybenzoate). 
Propylparaben (propyl p-hydroxybenzoate). 
Sodium benzoate.
Sodium propionate.
Sorbic acid.
§ 181.25 Driers

Substances classified as driers, w h e n  
added to food, shall include:
Cobalt caprylate.
Cobalt linoleate.
Cobalt naphthenate.
Cobalt tallate.
Iron caprylate.
Iron linoleate.
Iron naphthenate.
Iron tallate.
Manganese caprylate.
Manganese linoleate.
Manganese naphthenate.
Manganese tallate.
§ 181.26 Drying oils as components o f  

finished resins.
Substances classified as drying oils, 

w h e n  added to food (as components of 
finished resins) shall include:
Ohinawood oU (tung o il).
Dehydrated castor oil.
Linseed oil.
Tall oil.
§ 181.27 Plasticizers.

Substances classified as plasticizers, 
w h e n  added to food, shall include:
Acetyl tributyl citrate.
Acetyl triethyl citrate. ,
p - ter f-Butylphenyl salicylate.
Butyl stearate.
Butylphthalyl butyl glycolate.
Dibutyl sebacate.
Di-(2-ethylhexyl) phthalate (for foods of 

high water content only).
Diethyl phthalate.
Diisobutyl adipate.
Diisooctyl phthalate (for foods of high water 

content only).
Diphenyl-2-ethylhexyl phosphate.
Epoxidized soybean oil (iodine number maxi­

mum 6; and oxirane oxygen, minimum, 6.0 
percent).

Ethylphthalyl ethyl glycolate.
Glycerol monooleate.
Monoisopropyl citrate.
Mono, di-, and tristearyl citrate.
Triacetin (glycerol triacetate).
Triethyl citrate.
3-(2-Xenoyl) -1,2-epoxypropane.
§ 181.28 Release agents.

Substances classified as release agents, 
w h e n  added to food, shall include:
Dimethylpolysiloxane (substantially free 

from hydrolyzable chloride and alkoxy 
groups, no more than 18 percent loss 
in weight after heating 4 hours at 200* C.; 
viscosity 300 centisokes, 600 centisokes at 
25° C, specific gravity 0.96 to 0.97 at 25° O, 
refractive index 1.400 to 1.404 at 25° C). 

Linoleamide (linoleic acid amide).
Oleamlde (oleic acid amide).
Falmitamide (palmitic acid amide). 
Stearamide (stearic acid amide).
§ 181.29 Stabilizers.
Substances classified as stabilizers, 

w h e n  added to food, shall include:
Aluminum mono-, di-, and tristearate. 
Ammonium citrate.
Ammonium potassium hydrogen phosphate. 
Calcium glycerophosphate.
Calcium phosphate,
Calcium hydrogen phosphate.
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Calcium oleate.
Calcium acetate.
Calcium carbonate.
Calcium ricinoleate.
Calcium stearate.
Disodium hydrogen phosphate.
Magnesium glycerophosphate.
Magnesium stearate. . '
Magnesium phosphate.
Magnesium hydrogen phosphate.
Mono-, di-, and trisodium citrate.
Mono-, di-, and tripotassium citrate. 
Potassium oleate.
Potassium stearate.
Sodium pyrophosphate.
Sodium stearate.
Sodium tetrapyrophosphate.
Stannous stearate (not to exceed 50 parts 

per million tin as a migrant in finished 
food).

Zinc orthophosphate (not to exceed 50 parts 
per million zinc as a migrant in finished 
food). ■

Zinc resinate (not to exceed 50 parts per mil­
lion zinc as a migrant in finished food!.

§ 181.30 Substances used in the manu­
facture o f paper and paperboard 
products used in  food packaging.

Substances used in the manufacture of 
paper and paperboard products used in 
food packaging shall include: 
ulce:nid
Aliphatic polyoxyethylene ethers.*
1 - Alkyl (C„-C18) 3 -amino-3 -aminopropane

monoacetate. *
Borax or boric acid for use in adhesives, sizes, 

and coatings.*
Butadiene-styrene copolymer.
Chromium complex of perfluoro-octane sul- 

fonyl glycine for use on paper and paper- 
board which is waxed.*

Disodium cyanod\thioimidocarbamate with 
ethylene diamine and potassium IV-methyl 
dithiocarbamate and/or sodium 2-mercap- 
tobenzothiazole (slimicides).*

Ethyl acrylate and methyl methacrylate 
copolymers of itaconic acid or methacrylic 
acid for use only on paper and paperboard 
which is waxed.*

Hexamethylene tetramine as a setting agent 
for protein, including casein.*

1 - (2 - Hydroxyethyl) - 1 - (4rchlorobutyl) - 2- 
alkyl (C8-C17) imidazolinium chloride.* 

Itaconic acid (polymerized).
Melamine formaldehyde polymer.
Methyl acrylate (polymerized). _
Methyl ethers or mono-, di-, and tripropyl­

ene glycol.*
Myristo chromic chloride complex. 
Nitrocellulose.
Polyethylene glycol 400.
Polyvinyl acetate.
Potassium pentachlorophenate as a slime 

control agent.*
Potassium trichlorophenate as a slime con­

trol agent.*
Resins from high and low viscosity polyvinyl 

alcohol for fatty foods only.
Rubber hydrochloride.
Sodium pentachlorophenate as a slime, con­

trol agent.* .
Sodium-trichlorophenate as a slime control 

agent.*
Stearato-chromic chloride complex. - 
Titanium dioxide.*
Urea formaldehyde polymer.
Vinylidine chlorides (polymerized).

»Under the conditions of normal use, these 
substances would not reasonably be expected 
to migrate to food, based on available scien­
tific information and data.

§ 181.32 Acrylonitrile copolymers and 
resins.

(a) Acrylonitrile copolymers and res­
ins listed in this section, containing less 
than 30 percent acrylonitrile and c o m ­
plying with the requirements of para­
graph (b) of this section, m a y  be safely 
used as follows:

(1) F ilm s, (i) Acrylonitrile/butadiene/ 
styrene copolymers— no restrictions.

( i i)  A c ry lo n it r ilé / b u ta d ie n e / s ty re n e  
co p o ly m ers— n o  r e s t r ic t io n s .

(iii) - Acrylonitrile/butadiene copoly­
m e r  blended with vinyl chloride-vinyl 
acetate (optional at level up to 5 percent 
by weight of the vinyl chloride resin) 
resin— for use only in contact with oleo­
margarine.

(iv) Acrylonitrile/styrene copolymer—  
no restrictions.

(2) Coatings, (i) Acrylonitrile/butadi­
ene copolymer blended with polyvinyl 
chloride resins— for use only on paper 
and paperboard in contact with meats 
and lard.

(ii) Polyvinyl chloride resin blended 
with either acrylonitrile/butadiene co­
polymer or acrylonitrile/butadiene sty­
rene copolymer mixed with neoprene, for 
use as components of conveyor belts to be 
used with fresh fruits, vegetables, and 
fish.

( i i i )  A c ry lo n it r ile / b u ta d ie n e / s ty re n e  
co p o ly m er— n o  re s t r ic t io n s .

( iv )  A c r y lo n it r i le / s ty r e n e  c o p o ly m e r -  
n o  re s t r ic t io n s .

(3) R ig id  and sem irigid  containers. 
( i ) .  A e ry lo n it r ile / b u ta d ie n e / s ty re n e  co ­
p o ly m e r— fo r  u se  o n ly  a s  p ip in g  fo r  h a n ­
d lin g  foo d  p ro d u cts  a n d  fo r  re p e a te d -  
u se  a r t ic le s  in te n d e d  to  c o n ta c t  food.

( i i)  A c r y lo n it r i le / s ty r e n e  re s in — n o  
r e s t r ic t io n s .

( i i i )  A c ry lo n it r ile / b u ta d ie n e  co p o ly ­
m e r  b len d ed  w ith  p o ly v in y l c h lo r id e  
r e s in — fo r  u se  o n ly  a s  e x tru d e d  p ip e .

(b) Limitations for acrylonitrile m o n ­
omer extraction for finished food-con- 
tact articles, determined by using m e t h ­
ods of analysis available upon request 
from the Food and Dr u g  Administration, 
Bureau of Foods, Division of Food and 
Color Additives, 200 C  St. SW., W a s h ­
ington, D C  20204, are as follows:

(1) In the case of single-use articles 
having a volume to surface ratio of 10 
milliliters or more per square inch of 
food-contact surface— 0.003 milligram/ 
square inch w h e n  extracted to equilib­
rium at 120° F  with food-simulating sol­
vents appropriate to the intended condi­
tions of use.

(2) In the case of single-use articles 
having a volume to surface ratio of less 
than 10 milliliters per square inch of 
food-contact surface— 0.3 part per mil­
lion calculated on the basis of the volume 
of the container w h e n  extracted to equi­
librium at 120° F  with food-simulating 
solvents appropriate to the intended 
conditions of use.

(3) In the case of repeated-use arti-. 
cles— 0.003 milligram/square inch w h e n  
extracted at a time equivalent to initial 
batch usage utilizing food-simulating

solvents and temperatures appropriate 
to the intended conditions of' use.
T h e  food-simulating solvents shall in­
clude, where applicable, distilled water, 
8 percent or 50 percent ethanol, 3 per­
cent acetic acid, and either n-heptane 
or an appropriate oil or fat.

(c) Acrylonitrile m o n o m e r  m a y  pre­
sent a hazard to health w h e n  ingested. 
Accordingly, any food-contact article 
containing acrylonitrile copolymers or 
resins that yield acrylonitrile m o n o m e r  
in excess of that a m o u n t  provided for in 
paragraph (b) of this section shall be 
deemed to be adulterated in violation of 
section 402 of the act'.

PART 182— SUBSTANCES GENERALLY 
RECOGNIZED AS SAFE 

Subpart A— General Provisions
Sec.
182.1 Substances that are generally rec­

ognized as safe.
182.10 Spices and other natural seasonings 

and flavorings. •
182.20 Essential oils, oleoresins (solvent- 

free), and natural extractives 
(including distillates).

182.30 Natural substances used in con­
junction with spices and other 
natural seasonings and flavor­
ings.

182.40 Natural extractives (solvent-free) 
used in conjunction with spices, 
seasonings, and flavorings.

182.50 Certain other spices, seasonings,'es­
sential oils, oleoresins, and nat­
ural extracts.

182.60 Synthetic flavoring substances and 
adjuvants.

182.70 Substances migrating from cotton 
fabrics used in dry food packag­
ing.

182.90 Substances migrating to food from 
paper and paperboard products.

182.99 Adjuvants for pesticide chemicals.
Subpart B— Multiple Purpose GRAS Food 

Substances
182.1005 Acetic acid.
182.1009 Adipic acid.
182.1033 Citric acid.
182.1045 Glutamic acid.
182.1047 Glutamic acid hydrochloride.
182.1057 Hydrochloric acid.
182.1061 Lactic acid.
182.1069 Malic acid.
182.1073 Phosphoric acid.
182.1077 Potassium acid tartrate.
182.1087 Sodium acid pyrophosphate.
182.1091 Succinic acid.
182.1095 Sulfuric acid.
182.1099 Tartaric acid.
182.1125 Aluminum sulfate.
182.1127 Aluminum ammonium sulfate.
182.1129 Aluminum potassium sulfate.
182.1131 Aluminum sodium sulfate.
182.1135 Ammonium bicarbonate.
182.1137 Ammonium carbonate.
182.1139 Ammonium hydroxide.
182.1141 Ammonium phosphate.
182.1143 Ammonium sulfate.
182.1155 Bentonite.
182.1165 Butane.
182.1180 Caffeine.
182.1191 Calcium carbonate.
182.1193 Calcium chloride.
18271195 Calcium citrate.
182.1199 Calcium gluconate.
182.1205 Calcium hydroxide.
182.1207 Calcium lactate.
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182.1210 Calcium oxide.
182.1217 Calcium phosphate.
182.1235 Caramel.
182.1240 Carbon dioxide.
182.1275 Dextrans.
182.1295 Ethyl formate.
182.1320 Gylcerin.
182.1324 Glyceryl monostearate.
182.1355 Helium.
182.1366 Hydrogen peroxide.
182.1400 Lecithin.
182.1425 Magnesium carbonate.
182.1428 Magnesium hydroxide.
182.1431 Magnesium oxide.
182.1440 Magnesium stearate.
182.1480 Methylcellulose.
182.1500 1 Monoammoftium glutamate. 
182.1516 Monopotassium glutamate. 
182.1540 Nitrogen.
182.1545 Nitrous oxide.
182.1585 Papain.
182.1613 Potassium bicarbonate.
182.1619 Potassium carbonate.
182.1625 Potassium citrate.
182.1631 Potassium hydroxide.
182.1643 Potassium sulfate.
182.1655 Propane.
182.1666 Propylene glycol.
182.1685 Rennet.
182.1711 Silica aerogel.
182.1721 Sodium acetate.
182.1736 Sodium bicarbonate.
182.1742 Sodium carbonate.
182.1745 Sodium carboxymethylcellulose. 
182.1748 Sodium caseinate.
182.1751 Sodium citrate.
182.1763 Sodium hydroxide.
182.1775 Sodium pectinate.
182.1778 Sodium phosphate.
182.1781 Sodium aluminum phosphate. 
182.1792 Sodium sesquicarbonate.
182.1804 Sodium potassium tartrate. 
182.1810 Sodium tripolyphosphate.
182.1901 Triâcetin.
182.1911 Triethyl citrate.
182.1973 Beeswax.
182.1975 Bleached beeswax.
182.1978 Carnauba wax.

Subpart C—Anticaking Agents
182.2122 Aluminum calcium silicate. 
182.2227 Calcium silicate.
182.2437 Magnesium silicate.
182.2727 Sodium aluminosilicate.
182.2729 Sodium calcium aluminosilicate, 

. hydrated.
182.1906 Tricalcium silicate.

Subpart D— Chemical Preservatives 
182.3013 Ascorbic acid. '
182.3025 Caprylic acid.
182.3041 Erythorbic aqid.
182.3081 Propionic acid.
182.3089 Sorbic acid.
182.3109 Thiodipropionic acid.
182.3149 Ascorbyl palmitate.'
182.3169 Butylated hydroxyanisole.
182.3173 Butylated hydroxytoluene.
182.3189 Calcium ascorbate.
182.3221 Calcium propionate.
182.3225 Calcium sorbate.
182.3280 DilaUryl thiodipropionate.
182.3336 Gum guaiac.
182.3616 Potassium bisulfite.
182.3637 Potassium mëtabisulfite.
182.3640 Potassium sorbate.
182.3731 Sodium ascorbate.
182.3739 Sodium bisulfite.
182.3766 Sodium metabisulfite.
182.3784 Sodium propionate.
182.3795 Sodium sorbate.
182.3798 Sodium sulfite.
182.3845 Stannous chloride.
182.3862 Sulfur dioxide.
182.3890 Tocopherols.
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Subpart E— Emulsifying Agents

Sec.
182.4029 Cholic acid.
182.4037 Desoxycholic acid.
182.4053 ' Glycocholic acid.
182.4101 Diacetyl tartaric acid esters of 

mono- and diglycerides of edible 
fats or oils, or edible fat-forming 
fatty acids.

182.4105 Taurocholic acid.
182.4505 Mono- and diglycerides of edible 

fats or oils, or edible fat-forming 
acids.

182.4521 Monosodium phosphate derivatives 
of mono- and diglycerides of edi­
ble fats or oils, or edible fat­
forming fatty acids..

182.4560 Ox bile extract.
182.4666 Propylene glycol.

Subpart F— Nutrients and/or Dietary 
Supplements

182.5013 Ascorbic acid.
182.5017 Aspartic acid.
182.5049 Aminoacetic acid (glycine).
182.5065 Linoleic acid.
182.5118 Alanine.
182.5145 Arginine.
182.5159 Biotin.
182.5191 Calcium carbonate.
182.5195 Calcium citrate.
182.5201 Calcium glycerophosphate.
182.5210 Calcium oxide.
182.5212 Calcium pantothenate.
182.5217 Calcium phosphate.
182.5223 Calcium pyrophosphate.
182.5230 Calcium sulfate. .
132.5245 Carotene.
182.5250 Chcline bitartrate.
182.5252 Choline chloride.
182.5260 Copper gluconate.
182.5265 Cuprous iodide.
182.5273 Cystine.
182.5301 Ferric phosphate..
182.5304 Ferric pyrophosphate.
182.5306 Ferric sodium pyrophosphate. 
182.5308 Ferrous gluconate.
182.5311 Ferrous lactate.
182.5315 Ferrous sulfate.
182.5361 Histidine.
182.5370 Inositol.
182.5375 Iron reduced.
182.5381 Isoleucine.
182.5406 Leucine.
182.5411 Lysine.
182.5431 Magnesium oxide.
182.5434 Magnesium phosphate.
182.5443 Magnesium sulfate.
182.5446 Manganese chloride.
182.5449 Manganese citrate.
182.5452 Manganese gluconate.
182.5455 Manganese glycerophosphate. 
182.5458 Manganese hypophosphite.
182.5461 Manganese sulfate.
182.5464 Manganous oxide.
182.5470 Mannitol.
182.5475 Methionine.
182.5477 Methionine hydroxy analog and 

its calcium salts.
182.5530 Niacin.
182.5535 Niacinamide.
182.5580 D-Pantothenyl alcohol.
182.5590 Phenylalanine.
182.5622 Potassium chloride.
182.5628 Potassium glycerophosphate, 
182.5634 Potassium iodide.
182.5650 Proline.
182.5676 Pyridoxine hydrochloride.
182.5695 Riboflavin.
182.5697 Riboftavin-5-phosphate.
182.5701 Serine.
182.5772 Sodium pantothenate.
182.5778 Sodium phosphate.
182.5875 Thiamine hydrochloride.
182.5878 Thiamine mononitrate.
182.5881 Threonine.
182.5890 Tocopherols.

Sec.
182.5892 a-Tocopherol acetate. 
182.5915 Tryptophane.
182.5920 Tyrosine.
182.5925 Valine.
182.5930 Vitamin A.
182.5933 Vitamin A acetate. 
182.5936 Vitamin A palmitate. 
182.5945 Vitamine B^.
182.5950 Vitamin D2.
182.5953 Vitamin D,.
182.5985 Zinc chloride. 
182.5988 Zinc gluconate. 
182.5991 Zinc oxide.
188.5994 Zinc stearate.
182.5997 Zinc sulfate.

182.6033
182.6085
182.6099
182.6185
182.6193
182.6Í95
182.6197
182.6199
182.6203
182.6215
182.6219
182.6285
182.6290
182.6386
182.6511
182.6625
182.6751
182.6754
182.6757
182.6760
182.6769
182.6778
182.6787
182.6789
182.6801
182.6804
182.6807
182.6810
182.6851

182.7115
182.7133
182.7187
182.7255
182.7610
182.7724

Subpart G— Séquestrants 
Citric acid.
Sodium acid phosphate. 
Tartaric acid.
Calcium acetate.
Calcium chloride.
Calcium citrate.
Calcium diacetate.
Calcium gluconate.
Calcium hexametaphosphate. 
Monobasic calcium phosphate. 
Calcium phytate.
Dipotassium phosphate. 
Disodium phosphate.
Isopropyl citrate. 
Monoisopropyl citrate. 
Potassium citrate.
Sodium citrate.
Sodium diacetate.
Sodium gluconate.
Sodium hexametaphosphate. 
Sodium metaphosphate. 
Sodium phosphate.
Sodium pyrophosphate.
Tetra sodium pyrophosphate. 
Sodium tartrate.
Sodium potassium tartrate. 
Sodium thiosulfate.
Sodium tripolyphosphate. 
Stearyl citrate.

Subpart H— Stabilizers 
Agar-agar.
Ammonium alginate.
Calcium alginate.
Chondrus extract.
Potassium alginate.
Sodium alginate.

A u t h o r i t y : Secs. 409, 701, 52 Stat. 1055- 
1056 as amended, 72 Stat. 1785-1788 as 
amended (21 U.S.C. 348, 371), unless other­
wise noted.

Subpart A— General Provisions
§ 182.1 Substances that are generally 

recognized as safe.
(a) It is impracticable to list all sub­

stances that are generally recognized as 
safe for their intended use. However, by 
w a y  of illustration, the Commissioner 
regards such c o m m o n  food ingredients as 
salt, pepper, sugar, vinegar, baking p o w ­
der, and monosodium glutamate as safe 
for their intended use. This part includes 
additional substances that, w h e n  used for 
the purposes indicated, in accordance 
with good manufacturing practice, are 
regarded by the Commissioner as gen- 
eraly recognized as safe for such uses;

(b) For the purposes of this section, 
good manufacturing practice shall be 
defined to include the following restric­
tions:

(1) T h e  quantity of a substance added 
to food does not exceed the a m o u n t  rea­
sonably required to accomplish its in-
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tended physical, nutritional, or other 
technical effect in food; and

(2) T h e  quantity of a substance that 
becomes a component of food as a result 
of its use in the manufacturing, process­
ing, or packaging of food, and which is 
not intended to accomplish any physical 
or other technical effect in the food itself, 
shall be reduced to the extent reasonably 
possible.

(3) T h e  substance is of appropriate 
food grade and is prepared and handled 
as a food ingredient. U p o n  request the 
Commissioner will offer an opinion, 
based on specifications a n d  intended 
use, as to whether or not a particular 
grade or.lot of the substance is of suit­
able purity for use in food and would 
generally be regarded as safe for the 
purpose intended, by experts qualified 
to evaluate its safety.

(c) T h e  inclusion of substances in the 
list of nutrients does not constitute a 
finding on the part of the Department

that the substance is useful as a supple­
m e n t  to the diet for humans.

(d) Substances that are generally rec­
ognized as safe for their intended use 
within the meaning of section 409 of the 
act are listed in this part. W h e n  the sta­
tus of a substance has been reevaluated, 
it will be deleted from this part, and will 
be issued as a n e w  regulation under the 
appropriate part, e.g., “affirmed as 
G R A S ” under Part 184 or 186 of this 
chapter; “food additive regulation” 
under Parts 170 through 180 of this 
chapter; “interim food additive regula­
tion” under Part 180 of this chapter; or 
“prohibited from use in food” under Part 
189 of this chapter.
§ 182.10 Spices and other natural sea­

sonings and flavorings.
Spices and other natural seasonings 

and flavorings that are generally 
recognized as safe for their intended use, 
within the meaning of section 409 of the 
act, are as follows:

C o m m o n  n a m e
Alfalfa herb and seed_______ _____________
Allspice____________ ____ ______ _____ _
Ambrette seed....... .............  ' . . . ____ ____ !
Angelica.. .____ v. _______> ~ ..— ___-
Angelica root_. ____________. . . —Angelica seed..;.—...___________________
Angostura (euspariabark).................  . ....
Anise______ . . .________ ______________Anise, star___________ ...._____
Balm (lemon balm)___ __ _______________
Basil, bush .r_..........- ....................................
Bas il, sweet__. . .____   iSSffllSl-
Bay— l.i.- .l— ............................
Calendula_____ _______    ... .. .
Camomile (chamomile), English or Roman..........
Camomile (chamomile), German or Himgarian....
Capers. .......................... ................. ..........
C apsieum______ . . .__ . .................. ..............
Caraway..— _____j. ..... ................. ..............Caraway, black (black cumin)........................ ....
Cardamom (cardamon)... . . . . . . . ......   '..
Cassia, Chinese. ____ ............ -----......__ __
Cassia, Padang or Batavia____ ___ _________
Cassia, Saigon_____   .............
Cayenne pepper.---- ----------------- ------------
Celery seed_______     . ..- i . .. .. .. ..
Chervil______ ________ ____-......... ..... ...
Chives_____________________ ___ ____Cinnamon, Ceylon______    1.
Cinnamon, Chinese--------   .....
Cinnamon, Saigon........---------------- ----------
Clary (clary sage). . . . . . --------    ■1-..̂ *.
Clover----- ----------------------- . . . . -------1....
Cloves...............        ...Coriander....................... ...... .......... ..1—....
Cumin (cummin)....... ...... ...............................
Cumin, black (black caraway)________ ______
Elder flowers.. . . ------ ----------------. . . . -------
Fennel, common....................... .............. ........Fennel, sweet (finocchio, Florence fennel)...-------
Fenugreek........... ............ .......... . . . . . . . . . . . .
Galanga (galangal)—"........ ......... ...... ...............
Geranium...._---- --------- --------- -------------
Ginger ....... ...... .1----- -’i . - * * -- :
Glycyrrhiza... - -  --- ------:.. ...
Grains of paradise.---------- ---------- ---------Horehound (hoarhound)...............  ...
Horseradish____________ ______ -.............
Hyssop---- --------      ---Lavender___________ ________________
Licorice......... ...............•...................... ...... ...
Linden flowers...................... .........................
Mace......... ......       -
Marigold, pot...................     ---
Marjoram, pot.....----- --------- ---------
Marjoram, sweet__ ¡..I.............. ..............—...
Mustard, black or brown......:---------------------
Mustard, brown.................. ...i i . . . J.;..----
Mustard, white or yellow......... ....I ..
Nutmeg......................................'-------- ------Oregano (oreganum, Mexican oregano, Mexican sage, 

origan).
Paprika....................................... ..... ............
Parsley................. .........r. ...............-----------Pepper, black..)'.-.__------------ ,----- 1.....1 ....
Pepper, cayenne.................... .—  ------- -
Pepper, red....... ........------------ ---------- ------
Pepper, white___ iX.-.i...:-------- --------------
Peppermint.........i--.--__ -......... .....*-,- .....
Poppy seed...... ...........................-.........—------
Pot marigold......................-............................Pot marjoram.¿¡.¿i._____________ . . . . . ------,
Rosemary- -............. .............. T---------- -------

Botanical name of plant source 
Medicago sativa L.Pimenta officinalis Lindi.
Hibiscus abelmoschus L.-
Angelica archangelica L. or other spp. of Angelica. 

Do.
Do.Galipea officinalis Hancock.

Pimpinella anisum L.Ulieium verum Hook. f.
Melissa officinalis L.
Òcimum minimum L. - Ocimum basilicum L.
Laurus nobilis L. .
Calendula officinalis L.
Anthemis nobilis L.
Matricaria chamomillaL.
Capparis spinosa L.
Capsicum frutescens L. or Capsicum annuum L. 
Carum carvi L.
Nigella sativa L.
Elettaria cardamomum Maton.
Cinnamomum cassia Blume.
Cinnamomum burmanni Blume;
Cinnamomum loureirii Nees.
Capsicum frutescens L. or Capsicum annuum L. 
Apium graveolens L.
Anthriscus cerefolium (L.) Hoffm;
Allium scboenoprasum L.
Cinnamomum zeylanieum Nees.
Cinnamomum cassia Blume.Cinnamomum loureirii Nees.
Salvia sclarea I*
Trifolium spp.
Eugenia caryophyllata Thunb..Coriandrum sativum L.
Cuminum cyminum L.
Nigella sativa L.
Sambucus canadensis L. «
Foeniculum vulgare Mill.
Foeniculum vulgare Mill. var. duice (DC.) Alex. 
Trigonella foenum-graecum L.
Alpinia officinarum Hance.
Pelargonium spp.
Zingiber officinale Rose.
Glycyrrhiza glabra L. and other spp. of Glycyrrhiza. 
Amomum melegueta Rose.
Marrubium vulgare L.
Armoracia lapathifolia Gilib.
Hyssopus officinalis L.
Lavandula officinalis Chaix.
Glycyrrhiza glabra L. and other spp. of Glycyrrhiza. 
Tilia spp.Myristica fragrans Houtt.
Calendula officinalis L.
Majorana onites (L.) Benth.
Majorana hortensis Moench.
Brassica nigra (L.) Koch. .
Brassica juncea (L.) Coss.
Brassica hirta Moench.
Myristica fragrans Houtt.
Lippia spp.
Capsicum annuum L.
Petroselinum crispum (Mill.) Mansf.
Piper nigrum L.Capsicum frutescens L. or Capsicum annum L.

Do.Piper nignim L.
Mentha piperita L.Papayer somniferum L.
Calendula officinalis L.
Majorana onites (L.) Benth.
Rosmarinus officinalis L.
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Common name

Rue........_______________Saffron........................ .........
Sage____ .. .__ _______ i__Sage, Greek........ .............. .....
Savory, summer....................Savory, winter.........................
Sesame........ ..........................
Spearmint............. .......... ......
Star anise.'....... ...... .. —.........Tarragon.............. ................
Thyme............................ ......
Thyme, wild o r  creeping_____Turmeric___ ...._____ ____
Vanilla__ _______________Zedoary___ _______ ______

B o ta n ic a l  n a m e  o f  p la n t  source 
Ruta graveolens L.
Crocus sativus L.
Salvia officinalis L.
Salvia triloba L.
Satureia hortensis L. (Satureja).
Satureia montana L. (Satureja).Sesamum indicum L.
Mentha spicata L.Illicium verum Hook. f.
Artemisia dracuncUlus L.
Thymus vulgaris L.
Thymus serpyllum L.
Curcuma longa L.Vanilla planifolia Andr. or Vanilla tahitensis J. W. Moore. 
Curcuma zedoaria Rose.

§ 182.20 Essential oils, oleoresins (solvent-free)., and natural extractives (including 
distillates).

Essential oils, oleoresins (solvent-free), and natural extractives (including dis­
tillates) that are generally recognized as safe for their intended use, within the 
meaning of section 409 of the act, are as follows:
Alfalfa_________ ______ _ ——*— —a ..- - -——
Allspice____________ ---------- .----------------------------
Almond, bitter (free from prussic acid)----------------

Ambrette (seed)_______________________________
Angelica root__________________ _____ _________
Angelica seed______ ——_______________________
Angelica stem ......--------------------------------------------
Angostura (cusparia bark)---------------------------------
A nise .._____—__________________________ _
Asafetida___________________ __________________
Balm (lemon balm)------------------------------------------
Balsam of Peru_______ , -----------------------------------
Basil.___ ____________________________ _____ —
Bay leaves----------- -------------- ---------------------- -—
Bay (myreia oil)_____ :_________________________
Bergamot (bergamot orange)____________________
Bitter almond (free from prussic acid)___________

Bois de rose________ — ;£-------- -------------------------
Cacao----------------------- --------------------------------------
Camomile (chamomile) flowers, Hungarian----------
Camoihile (chamomile) flowers, Roman or English.
Cananga________________________________ ____ _
Capsicum___________ i ------------------------------- ,....
Caraway__________ _______ _____—._—  ----------
Cardamom seed (cardamon)____________________
Carob bean__________ ___ ___ %-------------------------
Carrot__ ___________________________ _________
Cascarilla bark_______________________ -------------
Cassia bark, Chinese____________ . --------------------
Cassia bark, Padang or Batavia__ ______________
Cassia bark, Saigon.-------------------------- --------------
Celery seed--------------- ------------------------------------
Cherry, wild, bark______________ ______________
Chervil_______________________ ________________
Chicory.— •— --------------------------------------------
Cinnamon bark, Ceylon___________________ ____
Cinnamon bark, Chinese__________________ ....J—
Cinnamon bark, Saigon________________________
Cinnamon leaf, Ceylon--------- ----------------------------
Cinnamon leaf, Chinese---- ------------------ ----------~a-
Cinnamon leaf, Saigon________________ .-------------
Citronella__________________________ _________
Citrus peels__________________ __________________
Clary (clary sage)----------------- . --------------— .—
Clove b u d ..------- ----- ------ ------------------------------- -
Clove leaf________________________________ ___ _
Clove stem___________________________________
Clover____1___________________________________
Coca (decocainized)_________ -----------------------------
Coffee---------- -------------- -- ------- - —------------------
Cola nut__________________________ --______ !----
Coriander___________________------------- -------------
Corn silk ._____________ __ _____ ------- ---------—
Cumin (cummin)_____________________________
Curacao orange peel (orange, bitter peel)--------------
Cusparia bark.----------------- — ------.------—----------
Dandelion_________ _________________>.---- -— _
Dandelion root—  — -------------- -------------------------
Dog grass (quackgrass, triticum )..’______ ________
Elder flowers_____________________ ______ i---------
Estragole (esdragol. esdragon, tarragon)__________
Estragon (tarragon)— . . . . _____________________
Fennel, sweet_________________ :-----------------------
Fenugreek------------------- -----------------------------------
Galanga (galangal).-----—------ ------------—............—
Geranium_________________ _— — ■.-------------1 —
Geranium, East In d ia n ...._______ ____ ‘.— ---------
Geranium, rose__________ ;----------- ---------,----------
Ginger_____________ ____________ ____ _________
Glycyrrhiza_______ §£—— ___ _ _______
Glycyrrhizin, ammoniated.  £___________________
Grapefruit— . ___________________ ____ _________
Guava____ _______ - ______ ______ s------— -------
Hickory bark------------------------------ ----------------
Horehound (hoarhound)______ '________________
Hops___ _______________________________. . . . . . . .
Horsemint._____ ________ l_____________________
Hyssop____ L.,_____________________ _____ —
Immortelle_____________ — ___ ____ __ ____ ____

Medicago sativa L.
Pimenta officinalis Lindl.Prunus amygdalus Bätsch, Prunus armeniaca L., or Prunus 

pérsica (L.) Bätsch.
Hibiscus moschatus Moench.
Angelica archangelica L.

Do.Do.
Galipea officinalis Hancock.
Pimpinella anisum L.
Ferula assa-foetidá L. and related spp. of Ferula.
Melissa officinalis L.
Myroxyloiijjereirae Klotzsch.
Ocimum basilicum L.
Laurus nobilis L.Pimenta racemosa (Mill.) J. W. Moore.
Citrus aurantium L. subsp. bergamia Wright et Am.
Prunus .amygdalus Bätsch, Prunus armeniaca L., or Prunus 

pérsica (L.) Bätsch.
Aniba rosaeodora Ducke.
Theobroma cacao L.
Matricaria chamomilla L.
Anthemis nobilis L.
Cananga odorata Hook. f. and Thoms.
Capsicum frutescens L. and Capsicum annuum L.
Carum carvi L.
Elettaria cardamomum Matón.
Ceratonia siliqua L.
Daucus carota L.
Croton eluteria Benn.
Cinnamomum cassia Blume.Cinnamomum burmanni Blume.
Cinnamomum loureirii Nees.
Apium graveolens L.
Prunus serótina Ehrh.Anthriscus cerefolium (L.) Hoffm.
Cichorium intybus L.Cinnamomum zeylanicum Nees.
Cinnamomum cassia Blume.
Cinnamomum loureirii Nees.
Cinnamomum zeylanicum Nees.
Cinnamomum cassia Blume.
Cinnamomum, loureirii Nees.
Cymbopogonlftardus Rendle.
Citrus spp.
Salvia sclarea L.
Eugenia caryophyllata Thunb.

Do.
Do.

Trifolium spp.Erythroxylum coca Lam. and other spp. of Erythroxylum. 
Coffea spp.
Cola acuminata Schott and Endl., and other spp. of Cola. Coriandrum sativum L.
Zea mays L.
Cuminum cyminum L.
Citrus aurantium L.
Galipea officinalis Hancock.
Taraxacum officinale Weber and T. laevigatum DC.

Do.Agropyron repens (L.) Beauv.
Sambucus canadensis L. and S. nigra L.
Artemisia dracunculus L.

Do. .Foeniculum vulgare Mill.
Trigonella foenum-graecum L.
Alpinia offleinarum Hance.
Pelargonium spp.
Cymbopogon martini Stapf.
Pelargonium graveolens L’Her.
Zingiber officinale Rose.
Glycyrrhiza glabra L. and other spp. of Glycyrrhiza.

Do.Citrus paradisi Macf.
Psidium spp.
Carya spp.
Marrubium vulgare L.
Humulus lupulus L.
Monarda punctata L. - 
Hyssopus officinalis L.
Helichrysum auguslifolium DC.
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Common name
Jasmine----------- ------------------------- ; ----
Juniper (berries)_______________________
Kola nut________i________ —______
Laurel berries__________________ _______
Laurel leaves.................. .................................
Lavender..—................... :-------------- -------
Lavender, spike-- ------------------ --------------Lavandin......................    ...
Lemon.......— ............... ............................Lemon balm (see balm).
Lemon grass....... ...........................     - -
Lemon peel______ _______ ________ -........
Licorice________ -------------------- -----------
Lime___ :_____________ ___ ______ ——Linden flowers............. ...................................Locust bean ........ ...—-------------... .. .. .. ..
Lupulin______________ ______-............. -Mace..___;______ ... . . . . . ..... ................-----
Malt (extract)__ ___ ......................................
Mandarin______________________ — —----2
Marjoram, sweet------ -------------------    --Mate;__________ -................................. ... .. .
Melissa (see balm).
Menthol....... -----......................... ........-----— -
Menthyl acetate---------------------------- -------Molasses (extract)----- -------------------- --------Mustard......... ................. (—— —--- .... . . . . . . .
Naringin......................................—.....—
Neroli, bigarade---------------_ — — —-------------
Nutmeg........... ....... —-................. . .. . . . . . . . .
Onion................................-...... -............. ---Orange, bitter, flowers------------------------------
Orange, bitter, peel___________________ ——
Orange leaf_________________ _________Orange, sweet____________ — ——-
Orange, sweet, flowers-----------------------------
Orange, sweet, peel_____________________ -1
Origanum___________ ____------------ ------
Palmarosa--------- ---------- --------- --------------
Paprika_____________________________ -
Parsley__ __________________________ —Pepper, black--------- -----------------------------
Pepper, white.;.—.—------------------------------
Peppermint___ _______ ■-------------------
Peruvian balsam______________________ —
Petitgrain------------ ------------------------------
Petitgrain lemon---- ---------------- 1-----------—
Petitgrain mandarin or tangerine---- --------------
Pimenta________________ ___________ _
Pimenta leaf______________________ ____
Pipsissewa leaves----------------------- ------------
Pomegranate---------------- ----------------------
Prickly ash bark------ -----------------------------
Rose absolute----------------- ---------------------
Rose (otto of roses, attar of roses). . . . --------------
Rose buds...------------------------ .—--- --------
Rose flowers_____ ——----—----- ———-----
Rose fruit (hips)----------------- '------------------Rose geranium--- -------------------------. . . . .—
Rose leaves___________________________Rosemary--------------------------------------
Saffron...................... -...............—......... ........
Sage...... .......... ...... .............................—-----Sage, Greek................... ......................... — ..
Sage, Spanish..---- -------     —
St. John’s bread......................... ..... ............-
Savory, summer. .......... ......... ...........——......
Savory, winter..... ...........    —
Sehinus molle__ L--------------------------------Sloe berries (blackthorn berries)-------------------
Spearmint____ —............ .........—...........—-—
Spike lavender_____,__•-------------------------
Tamarind......... —......... .......... ......—-............
Tangerine...... ......... —.......-.............................

^Tannic acid............................ -..............., -----
Tarragon____________‘.......... ..... ................
Tea—... . . ....... ......... ..... .. ..................—----—-
Thyme. — —.............. .....—--------- -------------Thyme, white----------------- --------------------Thyme, wild or creeping...................................-
Triticum (see dog grass).
Tuberose.................... —............. ...............—
Turmeric...... ........—............. -.......
Vanilla________ _ _ -.......... —-...... -...... —----Violet flowers.....................—   ----------- -----—
Violet leaves....................———..... ................. -
Violet leaves absolute__________•-...--- —-----
Wild cherry bark-----------------------'.......... .
Ylang-ylang-------------------—------------------
Zedoary bark___________ _____ —..............

Botanical name of plant source 
Jasminum officinale L. and other spp. of Jasminum.
Juniperus communis L.
Cola acuminata Schott and Endl., and other spp. of Cola. 
Lauras nobilis L.
Lauras spp.Lavandula officinalis Chaix.
Lavandula latifolia Vill.
Hybrids between Lavandula officinalis Chaix and Lavandula 

latifolin Vill.
Citrus limón (L.) Burin, f.
Cymbopogon citratus DC. and Cymbopogon lexuosus Stapf. 
Citrus hmon (L.) Burin. Í.
Glyeyrrhiza glabra L. and other spp. of Glyeyrrhiza.
Citrus aurantifolia Swingle.
Tilia supp.
Ceratonia siliqua L,
Humulus lupulus L.
Myristica fragrans Houtt..
Hordeum vulgare L., or other grains.
Citrus reticulata Blanco.
Majorana hortensis Moeneh.
Ilex paraguariensis St. Hil.
Mentha supp.

Do.Saccarum officinarum L.
Brassica spp.
Citrus paradisi Macf.
Citrus aurantium L.Myristica fragrans Houtt.
Allium cepa L.
Citrus aurantium L.

Do.Citrus sinensis (L.) Osbeck.
Do.
Do.
Do.

Origanum spp.Cymbopogon martini Stapf.
Capsicum annuum L.Petroselinum crispum (Mill.) Mansf.
Piper nigrum L.

Do.Mentha piperita L.
Myroxylon pereirae Klotzsch.Citrus aurantium L.
Citrus limón (L.) Burm. f.
Citrus reticulata Blaneo.
Pimenta officinalis Lindl.
Frimenta officinalis Lindl.
Chimaphila umbellata Nutt.
Púnica granatmn L.Xanthoxylum (or Zantboxylum) Americanum Mill, or Xan- 

thoxylum clava-herculis L.
Rosa alba L., Rosa centifolia L., Rosa damascena Mill., Rosa 

gallica L., and vars. of these spp.
Do.
Do.
Do.
Do.Pelargonium graveolens L’Her.

Rosa spp.Rosmarinus officinalis L.
Crocus sativus L.
Salvia officinalis L.
Salvia triloba L.
Salvia lavandulaefolia Vahl.
Ceratonia siliqua L.
Satureia hortensis L.
Satureia montana L.
Sehinus molle L.Prunus spinosa L.
Mentha spicata L.Lavandula latifolia Vill. ’
Tamarindus indica L.
Citrus reticulata Blanco.Nutgalls of Quercus infectoria Oliver and related spp. of 
. Quercus. Also in many other plants.
Artemisia dracunculus L.
Thea sinensis L.Thymus vulgaris L. and Thymus zygis var. gracilis Boiss. 

Do.Thymus serpyllum L.
Pelianthes tuberosa L.
Curcuma longa L.
Vanilla planifolia Andr. or Vanilla tahitensis J. W. Moore. 
Viola odorata L.

Do.
Do.Primus serótina Ehrh.

Cananga odorata Hook. f. and Thoms.
Curcuma zedoaria Rose.

§ 182.30 Natural substances used in conjunction with spices and other natural sea­
sonings and flavorings.

Natural substances used in conjunction with spices and other natural seasonings 
and flavorings that are generally recognized as safe for their intended use, within 
the meaning of section 409 of the act, are as follows:

Common name Botanical name of plant source
Algae, brown (kelp)___ —---—— Laminaria spp. and Nereocystis spp.
Algae, red____________________________ Porphyra spp. and Rhodymema palmata (L.) Grev.
Dulse’ __ I____________ ________ :___  Rhodymenia palmata (L.)
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§ 182.40 Natural extractives (solvent-free) used in conjunction with spices, season­
ings, and flavorings.

Natural extractives (solvent-free) used in conjunction with spices, seasonings, 
and flavorings that are generally recognized as safe for their intended use, within 
the meaning of section 409 of the act, are as follows:

Common name Botanical name of plant source
Algae, brown..,...........-........... .......................  Laminaria spp. and Nereocystis spp.
Algae, red________:_____ . . ._____ ___ _ Porphyraspp. and Rhodymenia palmata (L.) Grev.
Apricot kernel (persic oil)..................................  Prunus armeniaca L.
Dulse........ ............-_____________ -____ - Rhodymenia palmata (L.) Grev.
Kelp (see algae, brown).
Peach kernel (persic oil), ............. ......................  Prunus persica Sieb. et Zucc.
Peanut stearine... —...... .................................... Arachis hypogaea L.
Persic oil (see apricot kernel and peach kernel).
Quince seed........................................... -........  Cydonia oblonga Miller.

§ 182.50 Certain other spices, seasonings, essential oils, oleoresins, and natural 
extracts.

Certain other spices, seasonings, essential oils, oleoresins, and natural extracts 
that are generally recognized as safe for their intended use, within the meaning of 
section 409 of the act, are as follows:

t Common name Derivation
Ambergris_________________ _____ ____  Physeter macrocephalus L.
Castoreum____________ ____________ _ Castor fiber L. and C. canadensis Kuhl.
Civet (zibeth, zibet, zibetum)___ __________  Civet cats, Viverra civetta Schreber and Viverra zibetha

• Schreber.
Cognac oil,white and green________________ Ethyl oenanthate, so-called.
Musk (Tonquin musk)____________ _______''Musk deer, Moschus moschiferus L.

§ 182.60 Synthetic flavoring substances 
and adjuvants.

Synthetic flavoring substances and 
adjuvants that are generally recognized 
as safe for their intended use, within the 
meaning of Section 409 of the act, are 
as follows:
Acetaldehyde (ethanal).
Acetoin (acetyl methylcarblnol).
Aconltlc acid (equlsetic acid, citridic acid 

achilleic acid).
Anethole (parapropenyl anisole). 
Benzaldehyde (benzoic aldehyde).
N-Butyric acid (butanoic acid). 
d- or l-Carvone (carvol).
Cinnamaldéhyde (cinnamic aldehyde).
Citral (2,6-dimethyloctadien-2,6-aî-8, géra­

nial, neral).
Decanal ( AT-decylaldehyde, capraldéhyde, 

caprlc aldehyde, Caprlnaldehyde, aldehyde 
C-10).

Diacetyl (2,3-butandeione).
Ethyl acetate.
Ethyl butyrate.
3-Methyl-3-phenyl glycldlc acid ethyl ester 

(ethyl-methyl-phenyl-glycidate, so-called 
strawberry aldehyde, C-16 aldehyde).

Ethyl vanillin.
Eugenol.
Geraniol (3,7-dimethyl-2,6 and 3,6-octadien- 

l-o l).
Geranyl acetate (geraniol acetate).
Glycerol (glyceryl) tributyrate (trlbutyrin, 

butyrin).
Llmonene ( d - ,  I-, and d l - ) .
Llnalooi (llnalol, 3,7-dimethyl-l,6-octadien- 

3- o l ) .
Linalyl acetate (bergamol).
1-M^llc acid.
Methyl anthranilat© (methyl-2-aminoben- 

zoate).
Piperonal ( 3,4-methylenedioxy-benzaldehyde, 

heliotropin).
Vanillin.
§ 182.70 Substances migrating from cot­

ton and cotton fabrics used in  dry 
food packaging.

Substances migrating to food from 
cotton and cotton fabrics used in dry 
food packaging that are generally recog­
nized as safe for their intended use, 
within the meaning of section 409 of the 
act, are as follows :

Acetic acid.
Beef tallow.
Calcium chloride.
Carboxymethylcellulose.
Coconut oil, refined.
Corn dextrin.
Cornstarch.
Pish oil (hydrogenated).
Gelatin.
Hydrogen peroxide.
Japan wax.
Lard.
Lard oil.
Lecithin (vegetable).
Oleic acid.
Peanut oil.
Potato starch.
Sodium acetate.
Sodium bicarbonate.
Sodium carbonate.
Sodium chloride.
Sodium hydroxide.
Sodium sulfate.
Sodium silicate.
Sodium tripolyphosphate.
Sorbose.
Soybean oil (hydrogenated).
Stearic acid.
Talc.
Tall oil.
Tallow (hydrogenated).
Tallow flakes.
Tapioca starch.
Tartaric acid.
Tetrasodium pyrophosphate.
Urea.
Wheat starch.
Zinc chloride.

§ 182.90 Substances migrating to food  
from paper and paperboard products.

Substances migrating to food from 
paper and paperboard products used in 
food packaging that are generally recog­
nized as safe for their intended use, 
within the meaning of section 409 of the 
act, are as follows:

* Acetic acid.
Alum (double sulfate of aluminum and 

ammonium potassium, or sodium). 
Aluminum hydroxide.
Aluminum oleate.
Aluminum palmitate.
Ammonium chloride.
Ammonium hydroxide.

Calcium chloride.
Calcium hydroxide (lim e).
Calcium sulfate.
Casein.
Cellulose acetate.
Clay (kaolin).
Copper sulfate.
Cornstarch.
Corn sugar (sirup).
Dextrin.
Diatomaceous earth filler.
Ethyl cellulose.
Ethyl vanillin.
Ferric sulfate.
Ferrous sulfate.
Formic acid or sodium salt.
Glycerin.
Invert sugar.
Iron, reduced.
Magnesium carbonate.
Magnesium chloride.
Magnesium hydroxide.
Magnesium sulfate.
Methyl and ethyl acrylate.
Mono- and digylcerides from glycerolysls of 

edible fats and oils.
Oleic acid.
Oxides of iron.
Potassium sorbate.
Propionic acid.
Propylene glycol.
Silicon dioxides.
Soap (sodium oleate, sodium palmitate). 
Sodium aluminate.
Sodium carbonate.
Sodium chloride.
Sodium hexametaphosphate.
Sodium hydrosulflte.
Sodium hydroxide.
Sodium phosphoaluminate.
Sodium silicate.
Sodium sorbate.
Sodium sulfate.
Sodium thiosulfate (additive in sa lt). 
Sodium tripolyphosphate.
Sorbitol.
Soy protein, isolated.
Sulfamic acid.
Sulfuric acid.
Starch, acid modified.
Starch, pregelatinized.
Starch, unmodified.
Sucrose.
Talc.
Urea.
Vanillin.
Zinc hydrosulflte. *
Zinc sulfate.
§ 182.99 Adjuvants for pesticide chem­

icals.
Adjuvants, identified and used in ac­

cordance with 40 C F R  180.1001 (c) and
(d), which are added to pesticide use 
dilutions by a grower or applicator prior 
to application to the raw agricultural 
commodity, are exempt from the re­
quirement of tolerances under section 
409 of the act.
(Sec. 409, 72 Stat. 1785; 21 U.S.C. 348.)
Subpart B— Multiple Purpose GRAS Food 

Substances
§ 182.1005 Acetic acid.

(a) Produ ct. Acetic acid.
(b) Conditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1009 Adipic acid.

(a) Produ ct. Adipic acid.
(b) [Reserved]
(c) L im ita tion s , restrictions, o r  ex-
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p lanation. This substance is generally 
recognized as safe w h e n  used as a buffer 
a n d  neutralizing agent in accordance 
with good manufacturing practice.
§ 182.1033 Citric acid.

(a) Produ ct. Citric acid.
(b) C onditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1045 Glutamic acid.

(a) Produ ct. Glutamic acid.
(b) [Reserved!
(c) L im ita tion s , restrictions, o r  ex­

p lanation . This substance is generally 
recognized as safe w h e n  used as a salt 
substitute in accordance with good m a n ­
ufacturing practice.
§ 182.1047 Glutamic acid hydrochloride.

(a) Produ ct. Glutamic acid hydro­
chloride.

(b) [Reserved]
(c) L im ita tion s , restrictions, o r  expla ­

nation . This substance is generally rec­
ognized as safe w h e n  used as a salt sub­
stitute in accordance with good m a n u ­
facturing practice.
§ 182.1057 Hydrochloric acid.

(a) Produ ct. Hydrochloric acid.
(b) [Reserved]
(c) L im ita tion s , restrictions, o r  exp la ­

nation . This substance is generally rec­
ognized as safe w h e n  used as a buffer 
and neutralizing agent in accordance 
with good manufacturing practice.
§ 182.1061 Lactic acid.

(a) Produ ct. Lactic acid.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1069 Malic acid.

(a) Product. Malic acid.
(b) Conditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1073 Phosphoric acid.

(a) Prod u ct. Phosphoric acid.
(b) Conditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1077 Potassium acid tartrate.

(a) Prod u ct. Potassium acid tartrate.
(b) C onditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1087 Sodium acid pyrophosphate.

(a) Prod u ct. Sodium acid pyrophos­
phate.

(b) C onditions o f  use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1091 Succinic acid.

(a) Prod u ct. Succinic acid.
(b) C onditions o f use. This substance 

is generally recognized as safe w h e n  used
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in accordance with good manufacturing 
practice.
§ 182.1095 Sulfuric acid.

(a) Produ ct. Sulfuric acid.
(b) Conditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance; with good manufacturing 
practice.
§ 182.1099 Tartaric acid.

(a) Product. Tartaric acid.
(b) Conditions o f use. This substance 

is generally recognized as safei w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1125 Aluminum sulfate.

(a) Produ ct. A l u m i n u m  sulfate.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice,
§.182.1127 Aluminum ammonium sul­

fate.
(a) Produ ct. A l u m i n u m  a m m o n i u m  

sulfate.
(b) C onditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1129 Aluminum potassium sul­

fate.
(a) Prod u ct. A l u m i n u m  potassium sul­

fate.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 1 8 2 .1 1 3 1  Aluminum sodium sulfate.

(a) Produ ct. A l u m i n u m  sodium sul­
fate.

(b) Conditions o f use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1135 Ammonium bicarbonate.

(a) Prod u ct. A m m o n i u m  bicarbonate.
(b) C onditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1137 Ammonium carbonate.

(a) Prod u ct. A m m o n i u m  carbonate.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 1 8 2 .1 1 3 9  Ammonium hydroxide.

(a) Prod u ct. A m m o n i u m  hydroxide.
(b) Conditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1141 Ammonium phosphate.

(a) P ro d u ct ~ A m m o n i u m  phosphate 
(mono- and dibasic).

(b) C onditions o f use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
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§ 182.1143 Ammonium sulfate.
(a) Produ ct. A m m o n i u m  sulfate.
(b) Conditions o f use. This substance 

is generally recognized as safe w h è n  used 
in accordance with good manufacturing 
practice.
§ 182.1155 Bentonite.

(a) Produ ct. Bentonite.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1165 Butane.

(a) Produ ct. Butane.
"(b) C onditions o f  use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1180 Caffeine.

(a) Produ ct. Caffeine.
(b) Tolerance. 0.02 percent.
(c) L im ita tion s , restrictions, o r ex­

planation . This substance is generally 
recognized as safe w h e n  used in cola-type 
beverages in accordance with good 
manufacturing practice.
§ 182.1191 Calcium carbonate.

(a) Produ ct. Calcium carbonate.
(b) Conditions o f use. This substance 

is generally recognized as §afe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1193 Calcium chloride.

(a) Produ ct. Calcium chloride.
(b) Conditions o f use. This substance 

is generally recognized as safe when 
used in accordance with good m a n u ­
facturing practice.
§ 182.1195 Calcium citrate.

(a) Product. Calcium citrate.
(b) Conditions o f use. This substance 

is generally recognized as safe when 
used in accordance with good manufac­
turing practice.
§ 1 8 2 .1 1 9 9  Calcium gluconate.
. (a) Product. Calcium gluconate.
''Tb) Conditions o f use. This substance 

is generally recognized as safe when 
used in accordance with good manufac­
turing practice.
§ 182.1205 Calcium hydroxide.

(a) Product. Calcium hydroxide.
(b) Conditions o f use. This substance 

is generally recognized as safe when 
used in accordance with good m a n u ­
facturing practice.
§ 182.1207 Calcium lactate.

(a) Product. Calcium lactate.
(b) Conditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 1 8 2 .1 2 1 0  Calcium oxide.

(a) Product. Calcium oxide.
(b) C onditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.

5, 1977



RULES AND REGULATIONS 14647

§ 182.1217 Calcium phosphate.
(a) Product. Calcium phosphate 

(mono-, di-, and tribasic)..
(b) Conditions o f use. This substance 

is generally recognized as safé w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1235 Caramel.

(a) Product. Caramel.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1240 Carbon dioxide.

(a) Product. Carbon dioxide.
(b) Conditions o f  use. This substance 

is generally recognized as safe w h e n  
used in accordance with good man u f a c ­
turing practice.
§ 182.1275 Dextrans.

(a) Product. Dextrans of average m o ­
lecular weight below ¿00,000.

(b) Conditions o f  use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1295 Ethyl formate.

(a) Product. Ethyi formate.
(b) Tolerance. 0.0015 percent.
(c) L im ita tions , restrictions, o r  expla­

nation. This substance is generally rec­
ognized as safe w h e n  used as fumigant 
for cashew nuts in accordance with good 
manufacturing practice.
§ 182.1320 Glycerin.

(a) Product. Glycerin.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  
used in accordance with good m a n u f a c ­
turing practice.
§ 182.1324 Glyceryl monostearate.

(a) Product. Glyeeryly monostearate.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1355 Helium.

(a) Product. Helium.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1366 Hydrogen peroxide.

(a) Product. Hydrogen peroxide.
(b) [Reserved]
(c) Lim ita tions , restrictions, o r  ex ­

planation. This substance is generally 
recognized as safe w h e n  Used as a bleach­
ing agent in accordance with good m a n u ­
facturing practice.
§ 182.1400 Lecithin.

(a) Product. Lecithin.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1425 Magnesium carbonate.

(a) Product. M a g n e s i u m  carbonate.

(b) Conditions o f use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1428 Magnesium hydroxide.

(a) Product. M a g n e s i u m  hydroxide.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1431 Magnesium oxide.

(a) Product. M a g n e s i u m  oxide.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1440 Magnesium stearate.

(a) Product. M a g n e s i u m  stearate.
(b) [Reserved]
(c) L im ita tions, restrictions, o r  ex ­

p lanation. This substance is generally 
recognized as safe w h e n  used as migra­
tory substance from packaging materials 
w h e n  used as a. stabilizer in accordance 
with good manufacturing practice.
§ 182.1480 Methylcellulose.

(a) Product. U.S.P. methylcellulose, 
except that the methoxy content shall 
not be less than 27.5 percent and not 
m o r e  than 31.5 percent on a dry-weight 
basis.

(b) Conditions o f use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1500 Monoammonium glutamate.

(a) Product. M o n o a m m o n i u m  gluta­
mate.

(b) Conditions o f  use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1516 Monopotassium glutamate.

(a) Product. Monopotassium gluta­
mate.

(b) Conditions o f use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1540 Nitrogen.

(a) Product. Nitrogen.
(b) C onditions of~use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ .182.1545 Nitrous oxide.

(a) Produ ct. Nitrous oxide.
(b) [Reserved]
(c) L im ita tions , restrictions, o r exp la ­

nation. This substance is generally recog­
nized as safe w h e n  used as a propellant 
for certain dairy and vegetable-fat top­
pings in pressurizeefreontainers in accord­
ance with good manufacturing practice.
§ 182.1585 Papain.

(a) Produ ct. Papain.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.

§ 182.1613 Potassium bicarbonate.
(a) Produ ct. Potassium bicarbonate.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1619 Potassium carbonate.

(a) Product. Potassium carbonate.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1625 Potassium citrate.

(a) Product. Potassium citrate.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1631 Potassium hydroxide.

(a) Product. Potassium hydroxide.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1643 Potassium siilfate.

(a) Product. Potassium sulfate.'
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1655 Propane.

(a) Product. Propane.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1666 Propylene glycol.

(a) Produ ct. Propylene glycol.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1685 Rennet.

(a) Product. R enn e t (rennin).
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1711 Silica aerogel.

(a) Product. Silica aerogel as a finely 
powdered microcellular silica f o a m  
having a m i n i m u m  silica content of 89.5 
percent.

(b) [Reserved]
(c) L im ita tions , restrictions, o r  ex­

p lanation. This substance is generally 
recognized as safe w h e n  used as a c o m ­
ponent of an anti-foaming agent in ac­
cordance with good manufacturing 
practice.
§ 182.1721 Sodium acetate.

(a) Product. S o d i u m  acetate.
(b) Conditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1736 Sodium bicarbonate.

(a) Product. S o dium bicarbonate.
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(b) Conditions o f  use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1742 Sodium carbonate.

(a) Produ ct. Sodium carbonate.
(b) Conditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1745 Sodium carboxymethylcellu- 

lose.
(a) Produ ct. Sodium carboxymethyl- 

cellulose is the sodium salt of carboxy- 
methylcellulose not less than 99.5 per­
cent o n  a dry-weight basis, with m a x i ­
m u m  substitution of. 0.95 carboxymethyl 
groups per anhydroglucose unit, and 
with a m i n i m u m  viscosity of 25 centi- 
poises for 2 percent by weight aqueous 
solution at 25° C.

(b) Conditions o f use. This substance 
is generally recognized as sáfe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1748 Sodium caseinate.

(a) Product. Sodium caseinate.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1751 Sodium citrate.

(a) Product. Sodium citrate.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1763 Sodium hydroxide.

(a) Product. Sodium hydroxide.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1775 Sodium pectinate.

(a) Product. Sodium pectinate.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1778 Sodium phosphate.

(a) Product. Sodium phosphate 
(mono-, di-, and tribasic).
4b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1781 Sodium aluminum phos­

phate.
(a) Product. Sodium a l u m i n u m  phos­

phate.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1792 Sodijim sesquicarbonate.

(a) Product. Sodi u m  sesquicarbonate.
(b) C onditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.

§ 182.1804 Sodium potassium tartrate.
(a) Produ ct. Sodium potassium tar­

trate.
(b) C onditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1810 Sodium tripolyphosphate.

(a) Product. Sodium tripolyphos­
phate.

(b) Conditions o f use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1901 Triacetin.

(a) Product. Triacetin (glyceryl tri­
acetate).

(b) Conditions o f use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 1 8 2 .1911  Triethyl citrate.

(a) Product. Triethyl citrate.
(b) Tolerance. 0.25 pêrcent.
(c) L im ita tion s , restrictions, o r  ex ­

planation. This substance is generally 
recognized as safe w h e n  used in dried egg 
whites in accordance with good m a n u ­
facturing practice.
§ 182.1973 Beeswax.

(a) Product. Beeswax (yellow w a x ) .
(b) Conditions o f m e. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1975 Bleached beeswax.

(a) Product. Bleached beeswax (white 
w a x ) .

(b) Conditions o f use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.1978 Carnauba wax.

(a) Product. Carnauba wax.
(b) Conditions o f use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.

Subpart C— Anticaking Agents 
§ 182.2122 Aluminum calcium silicate.

(a) Product. A l u m i n u m  calcium sili­
cate.

(b) Tolerance. 2 percent.
(c) L im ita tion s , restrictions, o r  ex ­

p lanation. This substance is generally 
recognized as safe w h e n  used in table 
salt in accordance with good m a n u f a c ­
turing practice.
§ 182.2227 Calcium silicate.

(a) Product. Calcium silicate.
(b) Tolerance. 2 percent and 5 percent.
(c) Lim ita tions , restrictions, o r ex­

p lanation. This substance is generally 
recognized as safe w h e n  vised at levels 
not exceeding 2 percent in table salt and 
5 percent in baking powder in accord­
ance with good manufacturing practice.
§ 182.2437 Magnesium silicate.

(a) Produ ct. M a g n e s i u m  silicate.

(b) Tolerance. 2 percent.
(c) L im ita tion s , restrictions, or ex­

planation. This substance is generally 
recognized as safe w h e n  used in table 
salt in accordance with good manufac­
turing practice.
§ 182.2727 Sodium aluminosilicate.

(a) Product. Sodium aluminosilicate 
(sodium silicoaluminate).

(b) Tolerance. This substance is gen­
erally recognized as safe for use at a level 
not exceeding 2 percent in accordance 
with good manufacturing practice.
§ 182.2729 Sodium calcium alumino­

silicate, hydrated.
(a) Product. Hydrated sodium calcium 

aluminosilicate (sodium calcium silico­
aluminate) .

(b) Tolerance. This substance is gen­
erally recognized as safe for use at a level 
not exceeding 2 percent in accordance 
with good manufacturing practice.
§ 182.2906 Tricalcium silicate.

(a) Product. Tricalcium silicate.
(b) Tolerance. 2 percent.
(c) L im ita tions , restrictions, or [ ex­

p lanation. This substance is generally 
recognized as safe w h e n  used in table 
salt in accordance with good manufac­
turing practice.

Subpart D— Chemical Preservatives 
§ 182.3013 Ascorbic acid.

(a) Produ ct. Ascorbic acid.
(b) Conditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.3025 Caprylic acid.

(a) Product. Caprylic acid.
(b) [Reserved!
(c) Lim ita tions , restrictions, or ex­

planation . This substance is generally 
recognized as safe w h e n  used in cheese 
wraps in accordance with good manufac­
turing practice.
§ 182.3041 Erythorbic acid.

(a) Product. Erythorbic acid.
(b) Conditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.3081 Propionic acid.

(a) Product. Propionic acid.
(b) Conditions o f  use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.3089 Sorbic &cid.

(a) Product. Sorbic acid.
(b) Conditions o f use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice. _
§ 182.3109 Thiodipropionic acid. „

(a) Produ ct. Thiodipropionic acid.
(b) Tolerance. This substance is gen­

erally recognized as safe for use in food 
w h e n  the total content of antioxidants 
is not over 0.02 percent of fat or oil con-
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tent, including essential (volatile) oil 
content of the food, provided the sub­
stance is used in accordance with good 
manufacturing practice.
§ 182.3149 Ascorbyl palmitate.

(a) Product. Ascorbyl palmitate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.3169 Butylated hydroxyanisole.

(a) Product. Butylated hydroxyani­
sole.

(b) Tolerance. This substance is gen­
erally recognized as safe for use in food 
when the total content of antioxidants 
is not over 0.02 percent of fat or oil con­
tent, including essential (volatile) oil 
content of food, provided the substance 
is used in accordance with good manu­
facturing practice.
§ 182.3173 Butylated hydroxytoluene.

(a) Product. Butylated hydroxytol­
uene.

(b) Tolerance. This substance is gen­
erally recognized as safe for use in food 
when the total content of antioxidants 
is not over 0.02 percent of fat or oil con­
tent, including essential (volatile) oil 
content of food, provided the substance 
is used in accordance with good manu­
facturing practice.
§ 182.3189 ' Calcium ascorbate.

(a) Product. Calcium ascorbate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.3221 Calcium propionate.

(a) Product. Calcium propionate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice,
§ 182.3225 Calcium sorbate.

(a) Product. Calcium sorbate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.3280 Dilauryl thiodipropionate.

(a) Product. Dilauryl thiodipropio­
nate.

(b) Tolerance. This substance is gen­
erally recognized as safe for use in food 
when the total content of antioxidants 
is not over 0.02 percent of fat or oil con­
tent, including essential (volatile) oil 
content of the food, provided the sub­
stance is used in accordance with good 
manufacturing practice.
§ 182.3336 Cum guaiac.

(a) Product. Gum guaiac.
(b) Tolerance. 0.1 percent (equivalent 

antioxidant activity 0.01 percent).
(c) Limitations, restrictions, or ex­

planation. This substance is generally 
recognized as safe when used in edible 
fats or oils in accordance with good 
manufacturing practice.

§ 182.3616 Potassium bisulfite.
(a) Product. Potassium bisulfite.
(b) [Reserved!
(c) Limitations, restrictions, or ex­

planation. This substance is generally 
recognized as safe when used in accord­
ance with good manufacturing practice, 
except that it is not used in meats or in 
food recognized as source of vitamin Bi.
§ 182.3637 Potassium metabisulfite.

(a) Product. Potassium metabisulfite.
(b) [Reserved]
(c) Limitations, restrictions, or ex­

planation. This substance is generally 
recognized as safe when used in accord­
ance with good manufacturing practice, 
except that it is not used in meats or in 
food recognized as source of vitamin Bi.
§ 182.3640 Potassium sorbate.

(a) Product. Potassium sorbate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.3731 Sodium ascorbate.

(a) Product. Sodium ascorbate.
(b) Conditions of use. This substance 

is generally recognized as safe when 
used in accordance with good manufac­
turing practice.
§ 182.3739 Sodium bisulfite.

(a) Product. Sodium bisulfite.
(b) [Reserved]
(c) Limitations, restrictions, or ex­

planation. This substance is generally 
recognized as safe when used in accord­
ance with good manufacturing practice, 
except that it is not used in meats or in 
food recognized as source of vitamin Bi.
§ 182.3766 Sodium metabisulfite.

(a) Product. Sodium metabisulfite.
(b) [Reserved]
(c) Limitations, restrictions, or expla­

nation. This substance is generally rec­
ognized as safe when used in accordance 
with good manufacturing practice, ex­
cept that it is not used in meats or in 
food recognized as source of vitamin Bi.
§ 182.3784 Sodium propionate.

(a) Product. Sodium propionate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.3795 Sodium sorbate.

(a) Product. Sodium sorbate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
.§ 182.3798 Sodium sulfite.

(a) Product. Sodium sulfite.
(b) [Reserved]
(c) Limitations, restrictions, or expla­

nation. This substance is generally rec­
ognized as safe when used in accordance 
with good manufacturing practice, ex­
cept that it is not used in meats or in 
food recognized as source of vitamin Bi.

§ 182.3845 Stannous chloride.
(a) Product. Stannous chloride.
(b) Tolerance. This substance is gen­

erally recognized as safe for use a t a 
level not exceeding 0.0015 percent calcu­
lated as tin in accordance with good 
manufacturing practice.
§ 182.3862 Sulfur dioxide.

(a) Product. Sulfur dioxide.
(b) [Reserved!
(c) Limitations, restrictions, or expla­

nation. This substance is generally rec­
ognized as safe when used in accordance 
with good manufacturing practice, ex­
cept that it is not used in meats or in 
food recognized as source of vitamin B3.
§ 182.3890 Tocopherols.
• (a) Product. Tocopherols.

(b) Conditions of use. This substance 
is generally recognized as safe"when used 
in accordance with good manufacturing 
practice.

Subpart E— Emulsifying Agents 
§ 182.4029 Cholic acid.

(a) Product. Cholic acid.
(b) Tolerance. 0.1 percent.
(c) Limitations, restrictions, or expla­

nation. This substance is generally rec­
ognized as safe when used in dried egg 
whites in accordance with good manu­
facturing practice.
§ 182.4037 Desoxycholic acid.

(a) Product. Desoxycholic acid.
(b) Tolerance. 0.1 percent.
(c) Limitations, restrictions, or expla­

nation. This substance is generally rec­
ognized as safe when used in dried egg 
whites in accordance with good manu­
facturing practice.
§ 182.4053 Glycocholic acid.

(a) Product. Glycocholic acid.
(b) Tolerance. 0.1 percent.
(c) Limitations, restrictions, or expla­

nation. This substance is generally rec­
ognized as safe when used in dried egg 
whites in accordance with good manu­
facturing practice.
§ 182.4101 Diacetyl tartaric acid esters 

o f mono- and diglycerides o f edible 
fats or oils, or edible fat-formihg  
fatty acids.

(a) Product. Diacetyl tartaric acid es­
ters of mono- and digl'ycerides of edible 
fats or oils, or edible fat-forming fatty 
acids.

(b) Conditions of use. This substance 
is generally recognized as safq when 
used in accordance with good manufac­
turing practice.
§ 182.4105 Taurocholic acid.

(a) Product. Taurocholic acid (or its 
sodium salt).

(b) Tolerance. 0.1 percent.
(c) Limitations, restrictions, or expla­

nation. This substance is generally rec­
ognized as safe when used in dried egg 
whites in accordance with good manu­
facturing practice.
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§ 182.4505 Mono- and diglycerides o f  
edible fats or oils, or edible fat­
form ing acids.

(a) Product. M o n o -  and diglycerides 
of edible fats or oils, or edible fat-form­
ing acids.

(b) Conditions of usé. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.4521 Monosodium phosphate de­

rivatives o f mono- and diglycerides 
o f edible fats or oils, or edible fat­
form ing fatty acids.

(a) Product. M o n o s o d i u m  phosphate 
derivatives of m o n o -  and diglycerides of 
edible fats or oils, or edible fat-forming 
fatty acids.

(b) Conditions of use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.4560 Ox bile extract.

(a) Product. O x  bile extract.
(b) Tolerance. 0.1 percent.
(c) Limitations, restrictions, or ex­

planation. This substance is generally 
recognized as safe w h e n  used in dried 
egg whites in accordance with good m a n ­
ufacturing practice.
§ 182.4666 Propylene glycol.

(a) Product. Propylene glycol.
(b) Conditions of use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.

Subpart F— Nutrients and/or Dietary 
Supplements15

§ 182.5013 Ascorbic acid.
(a) Product. Ascorbic acid.
(b) Conditions of use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.5017 Aspartic acid.

(a) Product. Aspartic acid (L- and 
D L  forms).

(b) Conditions of use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.5049 Aminoacetic acid (g lycine).

(a) Product. Glycine (aminoacetic 
acid).

(b) Conditions of use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.5065 Linoleic acid.

(a) Product. Linoleic acid prepared 
from edible fats and oils and free from 
chickedema factor.

(b) Conditions of use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.5118 Alanine.

(a) Product. Alanine (L- and D L -  
forms).

13 Amino acids listed in this subpart may 
be free hydrochloride salt, hydrated, qr an ­
hydrous form, where applicable.

(b) Conditions of use. This substance 
is generally recognized as safe when..used 
in accordance with good manufacturing 
practice.
§ 182.5145 . Arginine.

(a) Product. Arginine (L- and DL- 
forms).

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5159 Biotin.

(a) Product. Biotin.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5191 Calcium carbonate.

(a) Product-. Calcium carbonate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordarice with good manufacturing 
practice.
.§ 182.5195 Calcium citrate.

(a) Product. Calcium citrate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5201 Calcium glycerophosphate.

(a) Product. Calcium glycerophos­
phate.

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5210 Calcium oxide.

(a) Product. Calcium oxide.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5212 Calcium pantothenate.

(a) Product. Calcium pantothenate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5217 Calçium phosphate.

(a) Product. Calcium phosphate 
(mono-, di-, and tribasic).

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5223 Calcium pyrophosphate.
, (a) Product. Calcium pyrophosphate.

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5230 Calcium sulfate.

(a) Product. Calcium sulfate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5245 Carotene.

(a) Product. Carotene.

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good m anufacturing 
practice.
§ 182.5250 Choline bitartrate.

(a) Product. Choline bitartrate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 1 
in accordance with good manufacturing 
practice.
§ 182.5252 Choline chloride.

(a) Product. Choline chloride.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice. >
§ 182.5260 Copper gluconate.

(a) Product. Copper gluconate.
(b) Conditions of use. This substance 

is generally recognized as safe for use at 
a level not exceeding 0.005 percent in ac­
cordance with good manufacturing prac­
tice.
§ 182.5265 Cuprous iodide.

(a) 'Products. Cuprous iodide.
(b) Tolerance. 0.01 percent.
(c) Limitations, restrictions, or expla­

nation. This substance is generally recog­
nized as safe when used in table salt as 
a source of dietary iodine in accordance 
with good manufacturing practice.
§ 182.5273 Cystine.

(a) Product. Cystine (L^ and DL- 
forms).

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5301 Ferric phosphate.

(a) Product. Ferric phosphate.
(b) Conditions of use• This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5304 Ferric pyrophosphate.

(a) Product. Ferric pyrophosphate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5306 Ferric sodium pyrophos­

phate.
(a) Product. Ferric sodium pyrophos­

phate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5308 Ferrous gluconate.

(a) Product. Ferrous gluconate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5311 Ferrous lactate.

(a) Product. Ferrous lactate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
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§ 182.5315 Ferrous sulfate.
(a) Product. Ferrous sulfate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5361 Histidine.

(a) Product. Histidine (L- and DL- 
forms) .

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5370 Inositol.

(a) Product. Inositol.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5375 Iron reduced.

(a) Product. Iron reduced.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5381 Isoleucine.

(a) Product. Isoleucine (L- and DL- 
forms).

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5406 Leucine.

(a) # Product. Leucine (L- and DL- 
forms).

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5411 Lysine.

(a) Product. Lysine (L- and DL- 
forms).

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5431 Magnesium oxide.

(a) Product. Magnesium oxide.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5434 Magnesium phosphate.

(a) Product. Magnesium phosphate 
(di- and tribasici.

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§182 .5443  Magnesium sulfate. '¿>

(a) Product. Magnesium sulfate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5446 Manganese chloride.

(a) Product. Manganese chloride.
(b) Conditions of use'. This substance

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5449 Manganese citrate.

(a) Product. Manganese citrate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5452 Manganese gluconate.

(a) Productf Manganese gluconate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5455 Manganese glycerophos­

phate.
(a) Product. Manganese glycerophos­

phate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5458 Manganese hypophosphite.

(a) Product. Manganese hypophos­
phite.

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5461 Manganese sulfate.

(a) Product. Manganese sulfate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5464 Manganous oxide.

(a) Product. Manganous oxide.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5470 Mannitol.

(a) Product. Mannitol.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5475 Methionine.

(a) Product. Methionine.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5477 Methionine hydroxy analog 

and its calcium salts.
(a) Product. Methionine hydroxy ana­

log and its calcium salts.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5530 Niacin.

(a) Product. Niacin.
(b) Conditions of use. Thi§ substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.

§ 182.5535 Niacinamide.
(a) Product. Niacinamide.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5580 D-Pantothenyl alcohol.

(a) Product. D-Pantothenyl alcohol.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5590 Phenylalanine.

(a) Product. Phenylalanine (L- and, 
DL-forms).

(b) Conditions of use. This substance 
is generally recognized as safe when 
used in accordance with good manufac­
turing practice.
§ 182.5622 Potassium chloride.

(a) Product. Potassium chloride.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5628 Potassium glycerophosphate.

(a) Product. Potassium glycerophos­
phate.

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5634 Potassium iodide.

(a) Product. Potassium iodide.
(b) Tolerance. 0.01 percent.
(c) Limitations, restrictions, or expla­

nation. This substance is generally recog­
nized as safe when used in table salt as a 
source of dietary iodine in accordance 
with good manufacturing practice.
§ 182.5650 Proline.

(a) Product. Proline (L- and DL- 
forms) .

(b ) . Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good, manufacturing 
practice.
§ 182.5676 Pyridoxine hydrochloride.

(a) Product. Pyridoxine hydrochlo­
ride.

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5695 Riboflavin.

(a) Product. Riboflavin.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5697 Riboflavin-5-phosphate.

(a) Product. Riboflavin-5-phosphate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5701 Serine.

(a) Product. Serine (L- and DL- 
forms) .
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(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5772 Sodium pantothenate.

(a) Product. Sodium pantothenate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5778 Sodium phosphate.

(a) Product. Sodium phosphate
(mono-, di-, and tribasic).

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5875 Thiamine hydrochloride.

(a) Product. Thiamine hydrochlo­
ride.

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5878 Thiamine mononitrate.

(a) Product. Thiamine mononitrate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5881 Threonine.

(a) Product. Threonine (L- and DL- 
forms).

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5890 Tocopherol9.

(a) product. Tocopherols.
(b) - Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5892 a-Tocopherol acetate.

(.a)Product, a-Tocopherol acetate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5915 Tryptophane.

(a) Product. Tryptophane (L- and 
DL-forms).

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5920 Tyrosine.

(a) Product. Tyrosine (L- and DL- 
forms) .

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5925 Valine.

(a) Product. Valine ' (L- and DL- 
forms) .

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
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§ 182.5930 Vitamin A.
(a) Product. Vitamin A.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5933 Vitamin A acetate.

(a) Product. Vitamin A acetate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5936 Vitamin A palmitate.

(a) Product. Vitamin A palmitate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5945 Vitamin B 12.

(a) Product. Vitamin Bi2.
(b) Conditions of use. This^substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5950 Vitamin D2.

(a) Product. Vitamin D2.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5953 Vitamin D 3.

(a) Product. Vitamin D3. -?
(b) Conditions of use. This substance 

-is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5985 Zinc chloride.

(a) Product. Zinc chloride.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5988 Zinc gluconate.

(a) Product. Zinc gluconate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5991 Zinc oxide.

(a) Product. Zinc oxide.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5994 Zinc stegrate.

(a) Product. Zinc stearate prepared 
from stearic acid free from chickedema 
factor.

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.5997 Zinc sulfate.

(a) Product. Zinc sulfate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.

Subpart G— Séquestrants18 
§ 182.6033 Citric acid.

(a) Product. Citric acid.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6085 Sodium acid phosphate.

(a) Product. Sodium acid phosphate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6099 Tartaric acid.

(a) Product. Tartaric acid.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6185 Calcium acetate.

(a) Product. Calcium acetate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6193 Calcium chloride.

(a) Product. Calcium chloride.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6195 Calcium citrate.

(a) Product. Calcium citrate. »
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6197 Calcium diacetate.

(a) Product. Calcium diacetate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6199 Calcium gluconate.

(a) Product. Calcium gluconate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6203 Calcium hexametaphos- 

phate.
(a) Product. Calcium hexametaphos- 

phate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6215 Monobasic calcium phos­

phate.
(a) Product. Monobasic calicum phos­

phate.
v (b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacturing 
practice.

16 For the purpose of th is subpart, no at­
tempt has been made to designate those sé­
questrants that may also function as chemi­
cal preservatives.
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§ 182.6219 Calcium phytate.
(a) Product. Calcium phytate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6285 Dipotassium phosphate.

(a) Product. Dipotassium phosphate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6290 Disodium phosphate.

(a) Product. Disodium phosphate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6386 Isopropyl citrate.

(a) Product. Isopropyl citrate.
(b) Tolerance. This substance is gen­

erally recognized as safe for use at a level 
not exceeding 0.02 percent in accordance 
with good manufacturing practice.
§ 182.6511 Monoisopropyl citrate.

(a) Product. Monoisopropyl citrate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6625 Potassium citrate.

(a) Product. Potassium citrate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6751 Sodium citrate.

(a) Product. Sodium citrate.
Cb) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6754 Sodium diacetate.

(a) Product. Sodium diacetate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6757 Sodium' gluconate.

(a) Product. Sodium gluconate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6760 Sodium hexametaphosphate.

(a) Product. Sodium hexametaphos­
phate.

(b) Conditions of use. This substance 
isgenerally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6769 Sodium metaphosphate.

(a) Product. Sodium metaphosphate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.

§ 182.6778 Sodium  phosphate.
(a) Product. Sodium phosphate 

(mono-, di-, and tribasic).
(b) Conditions of use. This substance 

isgenerally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6787 Sodium pyrophosphate.

(a) Product. Sodium pyrophosphate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6789 Tetra sodium pyrophosphate.

(a) Product. Tetra sodium pyrophos­
phate.

(b) Conditions of use. This substance 
is generally recognized as safe when used 
in accordance with good manufacuring 
practice.
§ 182.6801 Sodium tartrate.

(a) Product. Sodium tartrate.
(b) Conditions of ûse. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 1 8 2 .6 8 0 4  Sodium potassium tartrate.

(a) Product. Sodium potassium ta r­
trate.
__(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice;
§ 182.6807 Sodium thiosulfate.

(a) Product. Sodium thiosulfate.
(b) Tolerance. 0.1 percent.
(c) Limitations, restrictions, or ex­

planation. This substance is generally 
recognized as safe when used in salt in 
accordance with good manufacturing 
practice.
§ 182.6810 Sodium tripolyphosphate.

(a) Product. Sodium tripolyphosphate. 
(f>) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.6851 Stearyl citrate.

(a) Product. Stearyl citrate.
(b) Tolerance. This substance is gen­

erally recognized as safe for use at a level 
not exceeding 0.15 percent in accordance 
with good manufacturing practice.

Subpart H-— Stabilizers 
§ 182.7115 Agar-agar.

(a) Product. Agar-agar.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.7133 Ammonium alginate.

(a) Product. Ammonium alginate.
(b) Conditions of use. This substance 

is generally recognized as safe when used 
in accordance with good manufacturing 
practice.
§ 182.7187 Calcium alginate.

(a) Product. Calcium alginate.

(b) Conditions of use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.7255 Chondrus extract.

(a) Product. Chondrus extract (car- 
rageenin).

(b) Conditions of use. This substance 
is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.7610 Potassium alginate.

(a) Product. Potassium alginate.
(b) Conditions of use. This substance 

is generally recognized as safe w h e n  used 
in accordance with good manufacturing 
practice.
§ 182.7724 Sodium alginate.

(a) Product. Sodium alginate,
(b) Conditions of use. This substance 

is generally recognized as safe w h e n  
used in accordance with good m a n u f a c ­
turing practice.

PART 184— DIRECT FOOD SUBSTANCES 
AFFIRMED AS GENERALLY RECOG­
NIZED AS SAFE

Subpart A—General Provisions
Sec.
184.1 Substances added directly to h u ­

man food affirmed as generally 
recognized as safe (GRAS).

Subpart B— Listing of Specific Substances 
Affirmed as GRAS

184.1021 Benzoic acid.
184.1271 L-Oysteine.
184.1272 L-Cysteine monohydrochloride. 
184.1282 Dill and its derivatives.
184.1293 Ethyl alcohol.
184.1317 Garlic and its derivatives.
184.1330 Acacia (gum arabic).
184.1333 G um ghatti.
184.1339 Guar gum.
184.1343 Locust (carob) bean gum.
184.1349 Karaya gum  (sterculia g u m ). 
184.1351 Gum tragacanth.
184.1490 Methylparaben.
184.1660 Propyl gallate.
184.1670 Propylparaben.
184.1699 Oil Of rue.
184.1733 Sodium benzoate.
184.1835 Sorbitol.
184.1983 Bakers yeast extract.

A u t h o r i t y : Secs. 409, 701, 52 Stat. 1055- 
1056 as amended, 72 Stat. 1785-1788 as 
amended (21 U.S.C. 348, 371), unless other­
wise noted.

Subpart A— General Provisions
§ 184.1 Substances added directly to 

human food affirmed as generally 
recognized as safe (GRAS).

(a) T h e  direct h u m a n  food ingredi­
ents listed in this section have been re­
viewed by the Food and Dr u g  Adminis­
tration and determined to be generally 
recognized as safe ( G R A S )  for the pur­
poses and under the conditions pre­
scribed. T h e  regulations in this section 
shall sufficiently describe each ingre­
dient to identify the characteristics of 
the ingredient that has been affirmed 
as G R A S  and to differentiate it from 
other possible versions of the ingredient 
that have not been affirmed as G R A S .  
Ingredients affirmed as G R A S  in this
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section may also be used as components 
of articles that contact food, subject to 
any limitations prescribed in Parts 174, 
175, 176, 177, 178, or § 179.45 of this 
chapter or in Part 186 of this chapter.

(b) Any use levels included in this sec­
tion represent maximum use levels under 
current good manufacturing practices. 
This section does not authorize addition 
of any level of an ingredient to a specific 
food above the amount reasonably 
necessary to accomplish the intended 
effect.

(1) If the ingredient is affirmed as 
GRAS with no limitation other than good 
manufacturing practice, it shall be re­
garded as GRAS if its conditions of use 
are not significantly different from those 
reported in the regulation as the basis 
on which the GRAS status of the sub­
stance was affirmed. If the conditions of 
use are significantly different, such use 
of the substance may not be GRAS. In 
such a case, a manufacturer may not 
rely on the regulation as authorizing the 
use but must independently establish 
that the use is GRAS or must use the 
substance in accordance with a food ad­
ditive regulation.

(2) If the ingredient is affirmed as 
GRAS with specific limitation (s), it shall 
be used in food only within such limita­
tion (s), including the category of 
food(s), the functional use(s) of the in­
gredient, and the level (s) of use. Any use 
of such an ingredient not in full com­
pliance with each such established limi­
tation shall require a food additive 
regulation.

(3) If the ingredient is affirmed as 
GRAS for a specific use, without a gen­
eral evaluation of use of the ingredient, 
other uses may also be GRAS.

(c) The listing of a food ingredient 
in this section does not authorize the use 
of such substance in a manner that may 
lead to deception of the consumer or to 
any other violation of the act.

(d) The listing of more than one in­
gredient to produce the same techno­
logical effect does not authorize use of a 
combination of two or more ingredients 
to accomplish the same technological 
effect in any one food at a combined 
level greater than the highest level per­
mitted for one of the ingredients.

(e) If the Commissioner of Food and 
Drugs is aware of any prior sanction for 
use of an ingredient under conditions 
different from those proposed to be af­
firmed as GRAS, he will concurrently 
propose a separate regulation covering 
such use of the ingredient under Part 181 
of this chapter. If the Commissioner 
is unaware of any such applicable prior 
sanction, the proposed regulation will so 
state and will require any person who 
intends to assert or rely on such sanc­
tion to submit proof of its existence. Any 
regulation promulgated pursuant to this 
section constitutes a determination that 
excluded uses would result in adultera­
tion of the food in violation of séction 402 
of the act, and the failure of any person 
to come forward with proof of such an 
applicable prior sanction in response to 
the proposal will constitute a waiver of 
the right to assert or rely on such sanc­
tion at any later time. The notice will
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also constitute a proposal to establish a 
regulation under Part 181 of this chapter, 
incorporating the same provisions, in the 
event that such a regulation is deter­
mined to be appropriate as a result of 
submission of proof of such an applicable 
prior sanction in response to the pro­
posal.

(f) The label and labeling of the in­
gredient and any intermediate mix of 
the ingredient for use in finished food 
shall bear, in addition to the other label­
ing required by the act:

(1) The name of the ingredient.
(2) A statement of concentration of 

the ingredient in any intermediate mix.
(3) Adequate information to assure 

that the final food product may comply 
with any limitations prescribed for the 
ingredient.
Subpart B— Listing of Specific Substances 

Affirmed as GRAS
§ 184.1021 Benzoic acid.

(a) Benzoic acid is the chemical ben- 
zenecarboxylic acid (C 7 H 0 O 2 ), occurring 
in nature in free and combined forms. 
Among the foods in which benzoic acid 
occurs naturally are cranberries, prunes, 
plums, cinnamon, ripe cloves, and most 
berries. Benzoic acid is manufactured 
by treating molten phthalic anhydride 
with steam in the presence of a zinc ox­
ide catalyst, by the hydrolysis of benzo- 
trichloride, or by the oxidation of toluene 
with nitric acid or sodium bichromate or 
with air in the presence of a transition 
metal salt catalyst.

(b) The ingredient meets the specifi­
cations of the Food Chemicals Codex, 2d 
Ed. (.1972)al.

(c) The ingredient is used as an anti­
microbial agent as defined in § 170.3 (o) 
(2) of this chapter, and as a flavoring 
agent and adjuvant as defined in § 170.3
(o)(12) of this chapter.

(d) The ingredient is used in food a t 
levels not to exceed good manufacturing 
practice. Current usage results in a 'max­
imum level of 0.1 percent in food. (The 
Food and Drug Administration has not 
determined whether significantly dif­
ferent conditions of use would be GRAS).

(e) Prior sanctions for this ingredient 
different from those uses established in 
this section, or different from that set 
forth jn  Part 181 of this chapter, do not 
exist or have been waived.
§ 184.1271 L-Cysteine.

(a) L-Cysteine is the chemical L-2- 
amino-3-mercaptopropanoic acid (C 3 H 7- 
O 2 N S ) .

(b) The ingredient meets the appro­
priate part of the specification set forth 
in the Food Chemicals Codex, 2d Ed. 
(1972)11 for L-cysteine monohydrochlo- 
ride.

(c) The ingredient is used to supply 
up to 0.009 part of total L-cysteine per 
100 parts of flour in dough as a dough 
strengthener as defined in § 170.3(o) (6) 
of this chapter in yeast-leavened baked 
goods and baking mixes as defined in 
§ 170.3 (n)/(l) of this chapter.

11 Copies may be obtained from: The Na­
tional Academy of Sciences, 2101 Constitu­
tion Ave. NW„ Washington, D.C. 20037.
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(d) This regulation is issued prior to 
a general evaluation of use of this in­
gredient in order to affirm as GRAS the 
specific use named.
§ 184.1272 L-Cysteine monohydrochlo­

ride. ,
(a) L-Cysteine monohydrochloride is 

the chemical L - 2 - amino - 3 -mercap topro - 
panoic acid monohydrochloride mono­
hydrate (C3H7OJSrS HC1 H20 ) .

(b) The ingredient meets the specifi­
cations of Food Chemicals Codex, 2d Ed. 
(1972).11

(c) The ingredient is used to suppjy 
up to 0.009 part of total L-cysteine per 
100 parts of flour in dough as a dough 
strengthener as defined in § 170.3 (o) (6) 
of this chapter in yeast-leavened baked 
goods and baking mixes as defined in 
§ 170.3 (n) (1) of this chapter.

(d) This regulation is issued prior to 
a general evaluation of use of this in­
gredient in order to affirm as GRAS the 
specific use named.
§ 184.1282 Dill and its derivatives.

(a) Dill (American or European) is 
the herb and seeds from Anethum gra- 
veolens L., and dill (Indian) is the herb 
and seeds from Anethum sowa, D.C. Its 
derivatives include essential oils, oleo- 
resins, and natural extractives obtained 
from these sources of dill.

(b) Dill oils meet the description and 
specifications of the Food Chemicals Co­
dex, 2d Ed. (1972) .u

(c) Dill and its derivatives are used 
as flavoring agents and adjuvants as de­
fined in § 170.3(o) (12) of this chapter.

(d) The ingredients are used in food 
at levels not to exceed good manufac­
turing practice.

(e) The requirement of § 184.1(f)(2) 
is optional.

(f) Prior sanctions for these ingredi­
ents different from the uses established 
in this section do hot exist or have been 
waived.
§ 184.1293 Ethyl alcohol.

(a) Ethyl alcohol (ethanol) is the 
chemical C2H5OH.

(b) The ingredient meets the speci­
fications of the Pood Chemicals Codex, 
2d Ed. (1972)11 and the formula require­
ments of 26 CFR Part 212.

(c) The ingredient is used as an ánti- 
microbial agent as defined in § 170.3 (o) 
(2) of this chapter on pizza crusts prior 
to final baking at levels not to exceed
2.0 percent by product weight.

(d) This regulation is issued prior to 
general evaluation of use of this ingredi­
ent in order to affirm as GRAS the spe­
cific use named.
§ 184.1317 Garlic and its derivatives.

(a) Garlic is the fresh or dehydrated 
bulb or cloves obtained from Allium 
sativum, a genus of the lily family. Its 
derivatives include essential oils, oleo- 
resins, and natural extractives obtained 
from garlic.

(b) Garlic oil meets the specifications 
of the Food Chemicals Codex, 2d Ed. 
(1972).11

(c) Garlic and its derivatives are used 
as flavoring agents and adjuvants as de­
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fined in § 170.3(0) (12) of this chapter.
■(d) The ingredients are used in food 

at levels not to exceed good manufactur­
ing practice:

(e) The requirement of § 184.1 (f) (2) 
is optional.

(f) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived.

§ 184.1330 Acacia (gum  arabic).
(a) Acacia (gum arabic) is the dried 

gummy exudate from stems and 
branches of trees of various species of 
the genus Aeacia, family Leguminosae.

(b) The ingredient meets specifica­
tions of the Food Chemicals Codex, 2d 
Ed. (1972) .11

(c) The ingredient is used in food 
under the following conditions:

M a x im u m  u sage le v e ls  p e r m it te d
Food (as served) Percent Function

Beverages and beverage bases, sec. 170.3(h) 2.0
(3) of this chapter.

Chewing gum, sec. 170.3(n)(6) of this chapter. 5. 6

Confections: and frostings, see. 170.3(a) (9) of 12.4 
this chapter.

Dairy product analogs, sec. 170.3(h) (10) of 1. 3 this chapter.
Fats and oils, sec. 170.3(n)(12) of this chapter.. 1,5
Gelatins, puddings, and fillings, sec. 170.3(a) 2.5

(22) of this chapter.
Hard candy and cough drops, sec. 170.3(n) 40.5

(25) of tins chapter.
Nuts and nut products, sec. 170.3(n)(32) of 8.3 

this chapter.
Snack foods, sec. 170.3(n) (37) of this chapter.. 4.0
Soft candy, sec. 170.3(n)(38) of this chapter... 85. 0

All other food eaiogoi ies.__ _______ ___  J 1.0

Emulsifier ; and emulsifier salt, sec. 170.3(o) (8) of this 
chapter: flavoring agent and adjuvant, sec. 170.3(o)(I2) 
of this chapter; formulation aid, sec. 170.3(o)(14) of this 
chapter; stabilizer and thickener, sec. 170.3(o) (28) of this chapter.

Flavoring-agent and adjuvant, sec. 170.3(o)(12) of this 
chapter; formulation aid, sec. 170.3(o)(14) of this chapter; 
humectant, sec. 170.3(o)(16) of this chapter; surface- 
finishing agent, sec, 170.3(o)(30) of this chapter.Formulation aid, sec. 170.3(c) (14) of this chapter; stabilizer 
and thickener, sec. 170.3(c) (28) of this chapter; surface­
finishing agent, sec. 170;3(o)(30) of this chapter.Formulation aid, sec. I70.3(o)(14) of this chapter; stabilizer 
and thickener, sec. 170.3 (o) (28) of this chapter.

Formulation aid, see. 170.3(o)(14) of this chapter; stabilizer 
and thickener, sec. 170.3(o) (28) of this chapter.

Emulsifier and emulsifier salt, sec. 170.3(o)(8) of this chap­
ter; formulation aid, sec. 170.3(o) (14) of this chapter; 
stabilizer and thickener, sec. 170.3 (o) (28) of this chapter.

Flavoring agent and adjuvant, sec. 170.3(o)(12) of this 
chapter; formulation aidj sec. 170,3(o)(14) of this chapter.

Formulation aid, sec. 170.3(o)(ll) of this chapter; surface- 
finishing agent, sec. 170.3 (o) (30) of this chapter.

Emulsifier and emulsifier salt, sec. 170.3(o)(8) of this chap­
ter; formulation aid, sec. 170.3(o)(14) of this chapter.

Emulsifier and emulsifier salt, sec. 170.3(d)(8) of this chap­
ter; finning agent, sec. 170.3(o)(10) of this chapter; flavor­
ing agent and adjuvant, sec. 170.3(o) (12) of this chapter; 
formulation aid, sec. 170.3 (o) (14) of this chapter, humec­
tant, sec, 170.3(o)(16) of this chapter; stabilizer and 
thickener, sec. 170.3(o) (28) of this chapter; surface- 
finishing agent, sec. 170.3 (o) (30) of this chapter.

Emulsifier and. emulsifier Salt, sec. 170.3(o)(8) of this 
chapter; flavoring agent and adjuvant, sec. 170.3(o)(12) 
of this chapter; formulation aid,- sec. 170.3(o)(14) of this 
chapter; processing aid, sec.' 170.3(0) (24) of this chapter; 
stabilizer and thickener,.see. 170:3(ri)(28) of thi3 chapter; 
surface-finishing agent, see. ,170.3 (o) (30) of this chapter -, 
texturizer, sec. 170.3(o) (32) of this chapter.

(d) The requirement of § 184.1(f) (2) 
is optional. 1 ' ?

(e) Prior sanctions for this ingredient 
different from the uses established in this 
section do not exist or have been waived.
§ 184.1333 Gum ghatti.

(a) Gum ghatti (Indian gum) is an 
exudate from wounds in the bark of 
Anogeissus latifolia, a large tree found 
in the dry deciduous forests of India and 
Ceylon.

(b) The ingredient complies with the 
following specifications:

(1) Viscosity of a 1-percent solution. 
Not less than the minimum or within the 
range claimed by the vendor.

(2) Limits of impurities—(i) Arsenic 
(as AL). Not ipore than 3 parts per mil­
lion (0.0003 percent);

(ii) Ash (acid^insoluble). Not more 
than 1:75 percent;

(iii) Ash (total) . Not more than 6.0 
percent;

(iv) Heavy metals (as Pb). Not more 
than 40 parts per million (0.004 percent); 
and

(v) Lead. Not more than 10 parts per 
million (0.001 percent).

(3) Loss on drying. Not more than 14 
percent dried at 105° C for 5 hours.-.

(4) Identification test. Add 0.2 ml of 
diluted lead subacetate (basic lead ace­
tate, AO AC, 12 th Ed. 1975, Section 31.164 
(b)) 2 to 5 ml of a cold l-in-100 aqueous 
solution of the gum. An immediate, vol­
uminous, opaque precipitate indicates 
acacia. A small precipitate, or clear solu­
tion which produces an opaque flocculent 
precipitate upon the addition of 1 ml of 
3N ammonium hydroxide indicates gum 
ghatti.

(c) The ingredient is used in food 
under the following conditions:

M a x im u m  u sage le v e ls  p e r m it te d

Food (as served) Percent Function

Beverages and beverage bases, nonalcoholic;
sec. 170.3 (n) (3) pf this chapter.

All other food categories---------------------
0.2
.1

Emulsifier
chapter.Emulsifier
chapter.

and emulsifier salt, sec. 
and emulsifier salt, sec.

170.3(0)(8) of 
170.3(o) (8) of

this
tills

n copies may be obtained from: The Na- 2 Copies may be obtained from: Association 
tlonal Academy of Sciences, 2101 Constitu- of Official Analytical Chemists, P.O. Box 540, 
tkm  Ave. NW., Washington, D.O. 20037. Benjamin Franklin Station, Washington. D.C.

20044.
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(d) Prior sanctions for this ingredient 
different from the uses established in this 
section do not exist or have been waived.
§,184.1339 Guar g u m /

(a> Guar gum is the natural substance 
obtained from the maceration of the seed 
of the guar plant, Cyamopsis tetra-

gonoloba (Linne) Taub., or Cyamopsis 
psoraloides (Lam.) D.C.

(b) The ingredient meets specifications 
of the Food Chemicals Codex, 2d Ed. 
(1972).11

(c) The ingredient is used in food un­
der the following conditions:

M a x im u m  usage: le v e ls  p e r m it te d

Food (as served) Percent Function

Baked goods and baking mixes, see. 170.3(n) (1) 0.35
of this chapter.

Breakfast cereals,see. 170.3(n) (4) of this chap- 1.2ter.
Cheese, sec. 170.3(n) (5) of this chapter__  . 8
Dairy products analogs, sec. 170.3 (n) (10) of 1.0 this chapter.
Fats and oils, sec. 170.3(h) (12) of this chapter. 2.0
Gravies and sauces, sec. 170.3(n)(24) of this 1.2chapter.
Jams andiellies, commercial, sec. 170.3(n) (28) 1.0

of this chapter.
Milk product?, sec. 170.3(n)(31) of this chap- . 6 

ter.
Processed vegetables and vegetable juices, 2.0 

sec. 170.3(n) (36) of this chapter.
Soups andsoup mixes, sec. 170.3 (n) (40) of this . 8 chapter.
Sweet sauces, toppings and syrups, sec. 170.3 1.0

(n) (43) of this chapter.
All other food categories......... ...................  .5

Emulsifier and emulsifier salts, sec. 170.3(o)(8) of this 
chapter; formulation aid, sec. 170.3(o)(14) of this chapter; 
stabilizer and thickener; sec. 170.3(o)(28) of this chapter.

Formulation aid, see. 170.3(c) (14) of this chapter; stabilizer 
and thickener, sec. 170.3 (o) (28) of this chapter.

Do.Firming agent, sec. 170.3(o)(10) of this chapter; formula­
tion aid, sec. 170.3(o)(14) of this chapter; stabilizer and 
thickener, sec. 170.3 (o) (28) of this chapter.

Do.Formulation aid, sec. 170.3(o)(14) of this chapter; stabilizer 
and thickener; sec. 170.3(o)'(28) of this chapter.

Do.
Do.

Formulation aid, sec. 170.3 (o) (14) of this chapter; stabilizer 
and thickener, sec. 170.3(o)(28) of this chapter.

Do.
Do.

Emulsifier and emulsifier salts, sec. 170.3(o)(8) of’ this 
chapter; firming agent, sec. 170.3(o)(10) of this chapter; 
formulation aid, sec. 170:3(o) (14) of this chapter; stabilizer 
and thickener, sec. 170.3(a) (28) of this chapter.

(d) The requirement of § 184.1(f)(2) 
is optional.

(e) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or ' have been 
waived.
§ 184.1343 Locust (carob) bean gum.

(a) Locust (carob) bean gum is pri­
marily the macerated endosperm of the

seed of the locust (carob) bean tree, 
Ceratonia siliqua (Linne) a leguminous 
evergreen tree, with lesser quantities of 
seed coat and germ.

(b) The ingredient meets the speci­
fications of the Food Chemicals Codex, 
2d Ed. (1972).11

(c) The ingredient is used at levels not 
to exceed the following maximum levels:

M axim um , u sa g e  le v e ls  p e r m it te d

Food (as served) Percent Functioa

Baked goods and baking mixes,x sec. 17Ô.3 0.15
fn)(l) of this chapter.

Beverages and beverage bases, nonalcoholic, . 25 
sec. 170.3(n)(3) of this chapter.

Cheeses, sec. 170i3(n) (5) of this chapter—...... . 8
Gelatins,, puddings, and fillings, sec. 170t3(n) .75

(22) of this chapter.
Jams and jellies, commercial, sec: 170.3(n) (28) . 75

of this chapter.
All other food categories............. ..............  .5

Stabilizer and thickener, sec. 170:3(o)(28) of this chapter.
Do.
Do.
Do.
Do.
Do.

(d) The requirement of § 184.1(f) (2) 
is optional.

(e) Prior sanctions for this ingredi­
ent different from thé uses established 
in this regulation do not exist or have 
been waived.
§ 184.1349 Karaya. gum (slerculia 

gum ).
(a) Karaya gum (sterculia gum) is

the dried gummy exudate from the 
trunk of trees of various species of the 
geniis Sterculia.

(b) The ingredient meets the speci­
fications of the Food Chemicals Codex, 
2d Ed. (1972).11

(c) The ingredient is used in food 
under the following conditions:

M a x im u m  u sa g e  le v e ls  p e r m it te d

Food (as served) Percent Function
Frozen dairy desserts and mixes, sec. 170.3 0..3

(n)*(20) of this chapter.Milk products, sec. 170.3(n)(31) of this .02 
Soft^andy, sec. 170.3(n)(38) of this chapter... .9

All other food categories.................................... 002

Formulation aid, sec. 170.3(o)(14) of this chapter; stabiliser and thickener, sec. 170.3(o) (28) of this chapter. ,
Stabilizer and thickener, see. 170.'3(o)(28) of this chapter;
Emulsifier and emulsifier salt, sec. 170.3(o)(8) of this chap­

ter;, stabilizer and thickener, sec. 170.3(o)(28) of this 
chapter.Formulation aid, sec. 170.3(o)(14) of this chapter; stabilizer 
and thickener, sec. 170.3(o)(28) of this chapter.

“ Copies may be obtained from: Tbe National Academy of Sciences, 2101 Constitution  
Ave. NW„ Washington, D.C. 20037.
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<d) H ie requirement of § 184.1(f) (2) 
is optional.

(e) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived.
§ 184.1351 Gum tragacanth.

(a) Guam tragacanth is the exudate

from one of several species of Astragalus 
gummifier Labillardiere, a shrub that 
grows wild in mountainous regions of 
the Middle East.

(b) The ingredient meets the specifi­
cations of the Food and Chemicals 
Codex, 2d Ed. (1972) 11

(c) The ingredient is used in food un­
der the following conditions:

Maximum usage levels permitted

Food (as served) Percent Function

Baked'goods and baking mixes, see. 170.3 0.2
(n)(l) of this chapter.

Condiments and relishes, sec. 170.3(n)(8) of .7 this chapter.
Fats and oils, sec 170.3(n) (12) of this chapter. _ 1.3
Qravies and sauces, sec. 170.3(d) (24) of this .8

chapter.
Meat products, sec. 170.3(n)(29) of this .2

chapter.Processed 'ruits and fruit juices, see. 170.3(n) ,2
(35) of this chapter.

Another food categories.....,^...... .—  .1

(d) The requirement of § 184.1(f) (2) 
is optional.
_ (e) Prior sanctions for this ingredient 
different from the uses established in this 
section do not exist or have been waiyed.
§ 184.1490 Methylparaben.

(a) Methylparaben is the chemical 
methyl p-hydroxybenzoate. It is pro­
duced by the methanol esterification of 
p-hydroxybenzoic acid in the presence 
of sulfuric acid, with subsequent distil­
lation,

(b) The ingredient meets the specifi­
cations of the Food Chemicals Codex, 
2d Ed. (1972).11

(c) The ingredient is used as an anti­
microbial agent as defined In § 170.3(b)
(2) of this chapter.

(d) The ingredient is used in food 
at levels not to exceed good manufac­
turing practices. Current good manu­
facturing practice results in a maximum 
level of 0.1 percent in food.

(e) Prior sanctions for this ingredient 
different from the uses established in this 
regulation do not exist or have been 
waived.
§ 184.1660 Propyl gallate.

(a) Propyl gallate is the n-propylester 
of 3,4,5-trihydroxybenzoie acid (C» 
H12O.-,) ;• Natural occurrence of prbpyl gal­
late has not been reported. It is commer­
cially prepared by esterification of gallic 
acid with propyl alcohol followed by dis­
tillation to remove excess alcohol.

(b) H ie ingredient meets the specifica­
tions of the Food Chemicals Codex, 2d 
Ed. (1972).u

(c) The ingredient is used as an anti­
oxidant as defined in § 170.3 (o) (3) of 
this chapter.

“ Copies may be obtained from: The Na­
tional Academy of Sciences, 2101 Constitu­
tion Ave. NW„ Washington, DC. 20037.

Emulsifier and emulsifier salt, sec. 170.3(o)(8). of this chap­
ter; formulation aid, sec. 170.3(o)(14) of this chapter; 
stabilizer and thickener, see. 170.3(o)(28) of this chapter. 

Do.
Do 
Do. •

Formulation aid, sec. 170.3(o)(14) of this chapter; stabilizer 
and thickener, sec. 170.3(o)(28) of this chapter.

Emulsifier and emulsifier salt, sec. 170,3(o)(8) of this 
chapter; formulation aid, sec. 170;8(o)(14) of this chapter; 
stabilizer and thickener, sec. 170.3(o)(28) of this chapter.- Do.

(d) Hie ingredient is used in food at 
levels not to exceed good manufacturing 
practice. Current usage results in a maxi­
mum level of 0.015 percent in food. (The 
Food and Drug Administration has not 
determined whether significantly differ­
ent conditions of use would be GRAS.)

(e) Prior sanctions for this ingredient 
different from the uses established in this 
section, or different from that stated in 
Part 181 of this chapter, do not exist or 
have been waived.
§ 184.1670 Propylparaben.*

(a) Propylparaben is the chemical 
propyl p -hydroxybenzoate. It is produced 
by the n-propanol esterification of p-hy- 
droxybenzoic acid in the presence of sul­
furic acid, with subsequent distillation.

(b) The ingredient meets the specifi­
cations of the Food Chemicals Codex 2d 
Ed. (1972) .u

(c) The ingredient is used as an anti­
microbial agent as defined in § 170.3 (o) 
(2) of this chapter.

(d) The ingredient is used in food at 
levels not to exceed good manufacturing 
practices. Current good manufacturing 
practice results in a maximum level of 
0.1 percent in food.

(e) Prior sanctions for this ingredient 
different from the uses established in this 
regulation do not exist or have been 
waived.
§ 184.1699 Oil o f rue.

(a) Oil of rue is the natural substance 
obtained by steam distillation of the fresh 
blossoming plants of rue, the perennial 
herb .of several species of Ruta—Ruta 
montana L., Ruta graveolens L., Ruta 
bracteosa L., and Ruta calepensis L.

(b) Oil of rue meets the specifications 
of the Food Chemicals Codex, 2d Ed. 
(1972) .u

(c) The ingredient is used in food un­
der the following conditions:
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Maximum usage levels permitted

Food (as served)* Parts permillion
Function

(e) This regulation is issued prior to 
general evaluation of use of this ingre­
dient in order to affirm as GRAS the 
specific use named.

10 Flavoring agent and adjuvant, sec. 170.3(o)(12) of this 
chapter.

10 Do.
10 Do.
4 Do.

Baked goods and baking mixes, sec. 17013(h) 
(1), of this chapter.Frozen dairy desserts and mixes, sec. 170.3 
(n)(20) of this chapter.

Soft candy, sec. 170.3(n)(38) of this chapter.,  
All other food categories.

(d) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived.
§ 184.1733 Sodium benzoate.

(a) Sodium benzoate is the chemical 
benzoate of soda (CrHsNaOz), produced 
by the neutralization of benzoic acid with 
sodium bicarbonate, sodium carbonate, 
or sodium hydroxide. The salt is not 
found to occur naturally.

(b) The ingredient meets the speci­
fication of the Food Chemicals Codex, 2d 
Ed. (19721.“

(c) The ingredient is used as an anti­
microbial agent as defined in § 170.3
(o) (2) of this chapter, and as a flavoring 
agent and adjuvant as defined in § 170.- 
3(o) (12) of this chapter.

(d) The ingredient is used in food at 
levels not to exceed good manufacturing 
practice. Current usage results in a maxi­
mum level of 0.1 percent in food. (The 
Food and Drug Administration has not 
determined whether significally dif­
ferent conditions of use would be GRAS.)

(e) Prior sanctions for this ingredient 
different from the uses established in this 
section, or different from that set forth 
in Part 181 of this chapter, do not exist 
or have been waived.
§ 184.1835 Sorbitol.

(a) Sorbitol is the chemical 1,2,3,4,5,6- 
hexanehexol (CoHnO#), a hexahydric al­
cohol, differing from mannitol princi­
pally by having a different optical rota­
tion. Sorbitol is produced by the electro­
lytic reduction, or the transition metal 
catalytic hydrogenation of sugar solu­
tions containing glucose or fructose.

(b) The ingredient meets the specifi­
cations of the Food Chemicals Codex, 2d 
Ed. (1972).11

(c) The ingredient is used as an anti­
caking agent and free-flow agent as de­
fined in § 170.3(o) (1) of this chapter, 
curing and pickling agent as defined in 
§ 170.3(o) (5) of this chapter, drying 
agent as defined in § 170.3(o) (7) of this 
chapter, emulsifier and emulsifier salt as 
defined in § 170.3 (o) (8) of this chapter, 
firming agent as defined in § 170.3 (o)
(10) of this chapter, flavoring agent and 
adjuvant as defined in § 170.3(0) (12) of 
this chapter, formulation aid as defined 
in § 170.3(o) (14) of this chapter, humec- 
tant as defined in § 170.3 (o) (16) of this 
chapter, lubricant and release agent as 
defined in § 170.3(o) (18) of this chapter, 
nutritive sweetener as defined in 
§ 170.3(o) (21) of this chapter, seques-

11 Copies may be obtained from: The Nâ  
tional Academy of Sciences, 2101 Constitu­
tion Ave. NW„ Washington, D.C. 20()37.

trant as defined in § 170.3(c) (26) of this 
chapter, stabilizer and thickener as de­
fined in § 170.3(o) (28) of this chapter, 
surface-finishing agent as defined in 
§ 170.3(o) (30) of this chapter, and tex- 
turizer as defined in § 170.3 (o) (32) of 
this chapter.

(d) The ingredient is used in food at 
levels not to exceed good manufacturing 
practices. Current good manufacturing’ 
practice in the use of sorbitol results in 
a maximum level of 99 percent in. hard 
candy and cough drops as defined in 
§ 170.3 (n) (25) of this chapter, 75 percent 
in chewing gum as defined in § 170.3 (n)
(6) of this chapter, 98 percent in soft 
candy as defined in § 170.3(n) (38) of 
this chapter, 30 percent in nonstandard- 
ized jams and jellies, commercial, as de­
fined in § 170.3(n) (28) of this chapter, 
30 percent in baked goods and baking 
mixes as defined in § 170.3(n) (1) of this 
chapter, 17 percent in frozen dairy des­
serts and mixes as defined in § 170.3 (n) 
(20) of this chapter, and 12 percent in 
all other foods.

(e) The label and labeling of food 
whose reasonably foreseeable consump­
tion may result in a daily ingestion of 
50 grams of sorbitol shall bear the 
statement: “Excess consumption may 
have a laxative effect.”

(f) Prior sanctions for this ingredient 
different from the uses established in 
this regulation do not exist hr have been 
waived.
§ 184.1983 Bakers yeast extract.

(a) Bakers yeast extract is the food 
ingredient resulting from concentration 
of the solubles of mechanically ruptured 
cells of a selected strain of yeast, Saccha- 
romyces cerevisiae. It may be concen­
trated or dried.

(b) The ingredient meets the follow­
ing specifications on a dry weight basis: 
Less than 0.4 part per million (ppm) 
arsenic, 0.13 ppm cadmium, 0.2 ppm lead, 
0.05 ppm mercury, 0.09 ppm selenium, 
and 10 ppm zinc.

(c) The viable microbial content of 
the finished ingredient as a concentrate 
or dry material is:

(1) Less than 10,000 organisms/gram 
by aerobic plate count.

(2) Less than 10 yeasts and molds/ 
gram.

(3) Negative for Salmonella, E. coli, 
coagulase positive Staphylococci, Clos­
tridium perfringens, Clostridium botu- 
linum, or any other recognized microbial 
pathogen of any harmful microbial 
toxin.

(d) The ingredient is used as a flavor­
ing agent and adjuvant as defined in 
§ 170.3(o) (12) of this chapter at a level 
not to exceed 5 percent in food.

PART 186— INDIRECT FOOD SUB­
STANCES AFFIRMED AS GENERALLY
RECOGNIZED AS SAFE

Subpart A—General Provisions
Sec.
186.1 Substances in  food-contact sur­

faces affirmed as generally rec­
ognized as safe (GRAS).

Subpart B— Listing of Specific Substances 
Affirmed as GRAS

186.1330 Acacia (gum arable).
186.1339 Guar gum.
186.1343 Locust (carob) bean gum.
186.1673 Pulp.

Authority: Secs. 201 (s), 409, 701(a), 52 
Stat. 1055, 72 Stat. 1784-1788 as amended 
(21-U.S.C. 321 (S'), 348, 371(a )).

Subpart A— General Provisions
§ 186.1 Substances in food-contact sur­

faces affirmed as generally recog­
nized as safe (GRAS).

(a) The indirect human food ingredi­
ents listed in this section have been re­
viewed by the Food and Drug Adminis­
tration and determined to be generally 
recognized as safe (GRAS) for the pur­
poses and under the conditions pre­
scribed. The regulations in this sec­
tion shall sufficiently describe each in­
gredient to identify the characteristics 
of the ingredient that has been affirmed 
as GRAS and to differentiate it from 
other possible versions of the ingredient 
that have not been affirmed as GRAS.

(b) This section does not authorize di­
rect addition of any food ingredient to 
a food. It authorizes only the use of 
these ingredients as indirect ingredients 
of food, through migration from their 
immediate wrapper, container, or other 
food-contact surface. Any migration or 
use levels included in this section rep­
resent maximum levels under current 
good manufacturing practice.

(1) If the ingredient is affirmed as 
GRAS with no limitation other than good 
manufacturing practice, it shall be re­
garded as GRAS if its conditions of use 
are not significantly different from those 
reported in the regulation as the basis 
on which the GRAS status of the sub­
stance was affirmed. If the conditions of 
use are significantly different, such use 
of the substance may not be GRAS. In 
such a case, a manufacturer may not rely 
on the regulation as authorizing the use 
but must independently establish that 
the use is GRAS or must use the sub­
stance in accordance with a food addi­
tive regulation.

(2) If the ingredient es affirmed as 
GRAS with specific limitation(s), it shall 
be used in food-contact surfaces only 
within such limitation(s), including the 
category of food-contact surface (s), the 
functional use(s) of the ingredient, and 
the level(s) of use. Any use of such an 
ingredient not in full compliance with 
each such established limitation shall 
require a food additive regulation.

(3) If the ingredient is affirmed as 
GRAS for a specific use, prior to gen-
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eral evaluation of use of the ingredient, 
other uses may also be GRAS.

(c) The listing of a food ingredient 
in this section does not authorize the 
use of such substance for the purpose 
of adding the ingredient to the food 
through extraction from the food-con­
tact surface.

(d) The listing of a food ingredient in 
this section does not authorize the use of 
such substance in a manner that may 
lead to deception of the consumer or to 
any other violation of the act.

(e) If the Commissioner of Food and 
Drugs is aware of any prior sanction 
for use of an ingredient under condi­
tions different from those proposed to 
be affirmed as GRAS, he will concur­
rently propose a separate regulation 
covering such use of the ingredient un­
der Part 181 of this chapter. If the Com­
missioner is unaware of any such ap­
plicable prior sanction, the proposed 
regulation will so state and will require 
any person who intends to assert or rely 
on such sanction to submit proof of its 
existence. Any regulation promulgated 
pursuant to this section constitutes a 
determination that excluded uses would 
result in adulteration of the food in vio­
lation of section 402 of the act, and the 
failure of any person to come forward 
with proof of such an applicable prior 
sanction in response to the proposal will 
constitute a waiver of the right to assert 
or rely on such sanction at any later 
time. The notice will also constitute a 
proposal to establish a regulation under 
Part 181 of this chapter, incorporating 
the same provisions, in the event that 
such a regulation is determined to be 
appropriate as a result of submission of 
proof of such an applicable prior sanc­
tion in response to the proposal.
Subpart B— Listing of Specific Substances 

Affirmed as GRAS
§ 186.1330 Acacia (gum  arabic).

(a) Acacia (gum arabic) is the dried 
gummy exudate from stems and branches 
of trees of various species of the genus 
Acacia family Leguminosae.

(b) The ingredient meets specifica­
tions of the Food Chemicals Codex, 2d 
Ed. (1972).11

(c) The ingredient is used or intended 
for use as a constituent of food-pack­
aging materials.

(d) The ingredient is used at levels 
not to exceed good manufacturing prac­
tice.

(e) Prior sanctions for this ingredient 
different from the uses established in this 
section do not exist or have been waived.
§ 186.1339 Guar gum (technical grade).

(a) Guar gum, technical grade, is the 
natural substance obtained from macer­
ation of the seed of the guar plant, 
Cyamopsis tetragonoloba (Linne) Taub. 
or Cyamopsis psoraloides (Lam.) D.C. 
containing greater quantities of seed hull 
and embryo than guar gum meeting the 
specifications of the Food Chemicals 
Codex, 2d Ed. (1972).11

11 Copies may be obtained from: The Na­
tional Academy of Sciences, 2101 Constitu­
tion Ave. NW„ Washington, D.C. 20037.
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(b) The technical grade gum meets 
the following specifications:
Galactomannans, not less than 35 percent. 
Acid insoluble matter, not more than 27 

percent.
Loss on drying, not more than 15 percent. 
Protein, not more than 27 percent.
Ash, not more than 4.5 percent.
Arsenic (As), not more than 3 parts per 

million.
Heavy metals (as P b ), not more than 20 parts 

per million.
Lead (Pb), not more than 10 parts per m il­

lion.

(c) The ingredient is used or intended 
for use as a constituent of food-contact 
surfaces.

(d) The ingredient migrates to the 
packaged or wrapped food at levels not 
to exceed good manufacturing practice.

(e) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived.
§ 186.1343 Locúst (carob) bean gum.

(a) Locust (carob) bean gum, tech­
nical grade, is primarily the macerated 
endosperm of the seed of the locust 
(carob) bean tree, Ceratonía siliqua 
(Linne), a leguminous evergreen tree, 
containing greater quantities of seed hull 
and embryo than locust (carob) bean 
gum meeting the specifications of the 
Food Chemicals Codex, 2d Ed. (1972).11

(b) The technical grade gum meets 
the following specifications:
Galactomannans, not less than 50 percent. 
Acid insoluble matter, not more than 17 per­

cent.
Loss on drying, not more than 15 percent. 
Protein, not more than 15 percent.
Ash, not more than 3 percent.
Arsenic (A s), not more than 3 parts per 

million.
Heavy'm etals, not more than 20 parts per 

million.
Lead (Pb), not more than 10 parts per m il­

lion.

(c) The ingredient is used or intended 
for use as a constituent of food-contact 
surfaces.

(d) The ingredient migrates to the 
packaged or wrapped food at levels not 
to exceed good manufacturing practices.

(e) Prior sanctions for this ingredient 
different from the uses established in this 
regulation do not exist or have been 
waived.
§ 186.1673 Pulp.

(a) Pulp is the soft, spongy pith in­
side the stem of a plant such as wood, 
straw, sugarcane, or other natural plant 
sources.

(b) The ingredient is used or intended 
for use as a constituent of food pack­
aging containers.

(c) The ingredient is used in paper 
and paperboard made by conventional 
paper-making processes a t levels not to 
exceed good manufacturing practice.

(d) Prior sanctions for this ingredi­
ent different from the uses established 
in this section do not exist or have been 
waived.
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PART 189— SUBSTANCES PROHIBITED 
FROM USE IN HUMAN FOOD 

Subpart A— General Provisions
Sec.
189.1 Substances prohibited from use in 

hum an food.
Subpart B— Substances Generally Prohibited 

From Addition or Use as Human Food [Re­
served]

Subpart C— Substances Prohibited From Direct 
Addition Through Food-Contact Surfaces

189.110 Calamus and its derivatives.
189.120 Cobaltous salts and its derivatives. 
189.130 Coumarin.
189.135 Cyclamate and its derivatives. 
189.140 Diethylpyrocarbonate (DEPC). 
189.145 Dulcin.
189.155 Monochloroacetic acid.
189.165 Nordihydroguaiaretic acid (NDGA). 
189.175 P-4000.
189.180 'Safrole.
189.190 Thiourea.
Subpart D— Substances Prohibited From Indirect 

Addition to Human Food Through Food-Contact 
Surfaces

189.220 Flectol H.
189.250 Mercaptoimidazoline and 2-mercap- 

toimidazoline.
189.280 4,4'-Methylenebis (2-chloroana- 

l in e ) .
Authority: Secs. 409, 701, 52 Stat. 1055- 

1056 as amended, 72 Stat. 1785-1788 as 
amended (21 U.S.C. 348, 371), unless other­
wise noted.

Subpart A— General Provisions
§ 189.1 Substances prohibited from use 

in human food.
(a) The food ingredients listed in this 

section have been prohibited from use 
in human food by the Food and Drug 
Administration because of a determina­
tion that they present a potential risk 
to the public health or have not been 
shown by adequate scientific data to be 
safe for use in human food. Use of any 
of these substances in violation of this 
section causes the food involved to be 
adulterated in violation of the act.

(b) This section includes only a par­
tial list of. substances prohibited from 
use in human food, for easy reference 
purposes, and is not a complete list of 
substances that may not lawfully be used 
in human food. No substance may be used 
in human food unless it meets all appli­
cable requirements of the act.

(c) The Commissioner of Food and 
Drugs, either on his own initiative or 
on behalf of any interested person who 
has submitted a petition, may publish 
a proposal to establish, amend, or repeal 
a regulation under this section on the 
basis of new scientific evaluation or in­
formation. Any such petition shall in­
clude an adequate scientific basis to sup­
port the petition, pursuant to Part 2 of 
this chapter, and will be published for 
comment if it contains reasonable 
grounds.
Subpart B— Substances Generally Prohib­

ited from Addition or Use as Human 
Food [Reserved]

Subpart C— Substances Prohibited From 
Direct Addition or Use as Human Food

§ 189.110 Calamus and its derivatives.
(a) Calamus is the dried rhizome of 

Acorus calamus L. It has been used as a
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flavoring compound, especially as the oil 
or extract.

(b) Food containing any added cala­
mus, oil of calamus, or extract of cala­
mus is deemed to be adulterated in vio­
lation of the act based upon an order 
published in the F ederal R egister of 
May 9,1968 (33 FR 6967).

(c) The analytical method used for 
detecting oil of calamus (/3-asarone) is 
in the Journal o f ’the Association of Of­
ficial Analytical Chemists 56(5):1281- 
1283, Sept. 1973.7
§ 189.120 Cobaltous salts and its deriva­

tives.
(a) Cobaltous salts are the chemicals, 

CoCiHsO*, CoCl2, and CoSO*. They have 
been used in fermented malt beverages 
as a foam stabilizer and to prevent 
“gushing.”

(b) Food containing any added cobal­
tous salts is deemed to be adulterated in 
violation of the act based upon an order 
published in the F ederal R egister of 
August 12, 1966 (31 FR 8788).
§ 189.130 Conmarin.

(a) Coumarin is the chemical 1,2-ben- 
zopyrone, C«H«Q*. I t  is found in tonka 
beans and extract of tonka beans, among 
other natural sources, and is also, syn­
thesized. I t  has been used as a flavoring 
compound.

(b) Food containing any added cou­
marin as such or as a constituent of tonka 
beans or tonka extract is deemed to be 
adulterated under the act, based upon 
an order published in the F ederal R egis­
ter of March 5, 1953 (19 FR 1239).

(c) The analytical methods used for 
detecting coumarin in food are in §§ 19.- 
014 through 19.023 of the “Official Meth­
ods of Analysis of the Association of Offi­
cial Analytical Chemists.” a
§ 189.135 Cyclamate and its derivatives.

(a) Calcium, sodium, magnesium and 
potassium salts of cyclohexane sulfamic 
acid, (CeHiaNOaS) 2Ca, (CeHisNOsS) Na, 
(C0H12NO3S) 3 Mg, and (CoHi&NOsS) K. 
Cyclamates are synthetic chemicals hav­
ing a sweet taste 30 to 40 times that of 
sucrose, are not found in natural prod­
ucts at levels detectable by the official 
methodology, and have been used as arti­
ficial sweeteners.

(b) Food containing any added or de­
tectable level of cyclamate is deemed to 
be adulterated in violation of the act 
based upon an order published in the 
F ederal R egister of October 21, 1969 (34 
FR 17063).

(c) The analytical methods used for 
detecting cyclamate in food are in §§ 20.- 
127 through 20.132 of the “Official Meth­

2 Copies may be obtained from: Association 
of Official Analystical Chemists, P.O. Box 540, 
Benjamin Franklin Station, Washington, D.C. 
20044.

7 “Collaborative Study of . the Determina­
tion of Soluble Solids in  Tomato Products by 
Refractive Index Expressed as Percent Suc- 
crose” by Frank C. Lamb, National Canners 
Association, 1950 Sixth Street, Berkeley, CA 
94710, “Journal of the Association of Official 
Analytical Chemists,” vol. 52, No. 5 (1969), 
pp, 1050-54. Adopted as official, first action at 
the 1969 AO AC meeting. .
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ods of Analysis of the Association of Offi­
cial Analytical Chemists.” *
§ 1 8 9 .1 4 0  D ie th y lp y r o c a r b o n a te  

(D EPC ).
(a) Diethylpyrocarbonate is the chem- 

ilcal pyrocarbonic acid diethyl ester, 
C0H10O5. It is a synthetic chemical not 
found in natural products at levels de­
tectable by available methodology and 
has been used as a ferment inhibitor in 
alcoholic and nonalcoholic beverages.

(b) Food containing any added or de­
tectable level of DEPC is deemed to be 
adulterated in Violation of the act based 
upon an order published in the F ederal 
R egister of August 2, 1972 (37 FR 
15426).
§ 189.145 Dulcin.

(a) Dulcin is the chemical 4-ethoxy- 
phenylurea, C»H12N20 2. It is a synthetic 
chemical having a sweet taste about 250 
times that of sucrose, is not found in nat­
ural products a t levels detectable by the 
official methodology, and has been pro­
posed for use as an artificial sweetener.

(b) Food containing any added or de­
tectable level of dulcin is deemed to be 
adulterated in violation of the act, based 
upon an order published in the F ederal 
R egister of January 19, 1950 (15 FR 
321).

(c) The analytical methods used for 
detecting dulcin in-food are in §§ 20.133 
through 20.136 of the “Official Methods 
of Analysis of the Association of Official 
Analytical Chemists.” 2
§ 189.155 Monochloroacetic acid.

(a) Monochloroacetic acid i§ the 
chemical chloroacetic acid, C 2H 3C IO 2. It 
is a synthetic chemical not found in nat­
ural products, and has been proposed as 
a preservative in alcoholic and nonalco­
holic beverages. Monochloracetic acid is 
permitted in food package adhesives 
with an accepted migration level up to 
10 parts per billion (ppb) under § 175.- 
105 of this chapter. The official methods 
do not detect monochloroacetic acid at 
the 16 ppb level.

(b) Food containing any added or de­
tectable level of monochloroacetic acid is 
deemed to be adulterated in violation of 
the act based upon trade correspond­
ence dated December 29, 1941 (TC-377).

(c) The analytical methods used for 
detecting monochloroacetic acid in food 
are in §§ 20.057 through 20.062 of the 
“Official Methods of Analysis of the As­
sociation of Official Analytical Chem­
ists.” 2
§ 189.165 Nordihvdroguaiaretic acid 

(NDGA).
(a) Nordihydroguaiaretic acid is the 

chemical 4,4'- (2,3-dimethyltetramethyl- 
ene) dipyrocatechol. CisH^O*. I t  occurs 
naturally in the resinous exudates of cer­
tain plants. The commercial product, 
which is synthesized, has been used as an 
antioxidant in foods.

(b) Food containing any added 
NDGA is deemed to be adulterated in vi­
olation of the act based upon an order 
published in the F ederal R egister of 
April 11,1968 (33 FR 5619).
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(c) The analytical method used for 
detecting NDGA in food is in § 20.008 of 
the “Official Methods of Analysis of the 
Association of Official Analytical Chem­
ists.” 2
§ 189.175 P -4000 .

(a) P-4000 is the Chemical 5-nitro-2- 
n-propoxyaniline, C0Hi2N2Oj. It is a syn­
thetic chemical having a sweet taste 
about 4000 times that of sucrose, is not 
found in natural products at levels de­
tectable by the official methodology, and 
has been proposed for use as an artificial 
sweetener.

(b) Food containing any added or 
detectable level of P-4000 is deemed to be 
adulterated in violation of the act based 
upon an order published in the F ederal 
R egister of January 19, 1950 (15 FR 
321).

(c) The analytical methods used for 
detecting P-4000 in food are in §§ 20.137 
through 20.141 of the “Official Methods 
of Analysis of the Association of Official 
Analytical Chemists.” 2
§ 189.180 Safrole.

(a) Safrole is the chemical 4-allyl- 
1,2-methylenedioxy-bénzene, C10H10O2. It 
is a natural constituent of the sassafras 
plant. Oil of sassafras is about 80 per­
cent safrole. Isosafrole and dihydrosa- 
frole are dérivatives of safrole, and have 
been used as flavoring compounds. .

(b) Food containing any added sa­
frole, oil of sassafras, isosafrole, or di- 
hydrosafrole, or any safrole as a constit­
uent of any food or extract is deemed 
to be adulterated in violation of the act 
based upon an order published in the 
F ederal R egister of December 3, 1960 
(25 FR 12412).

(c) The analytical method used for 
detecting safrole, isosafrole and dihydro- 
safrole is in the Journal of the Associa­

tio n  of Official Analytical Chemists 54
(4) : 900^902, July 1971.*
§ 189.190 Thiourea.

ta) Thiourea is the chemical thiocar- 
bamide, CH4N2S, It is a synthetic chemi­
cal, is not found in natural products at 
levels detectable by the official methodol­
ogy, and has been proposed as an anti­
mycotic for use in dipping citrüs.

(b) Food containing any added or de­
tectable level of thiourea is deemed to be 
adulterated under the act. '

(c) The analytical methods used for 
detecting thiourea are in §§ 20.009 
through 20.100 of the “Official Methods 
of Analysis of the Association of Official 
Analytical Chemists.” 2
Subpart D— Substances Prohibited From

Indirect Addition to Human Food
Through Food-Contact Surfaces

§ 189.220 Flectol H.
(a) Flectol H is the chemical 1,2-dihy- 

dro-2,2,4-trimethylquinoline, polymer­
ized, Ci2HitN. It is a synthetic chemical 
not found in Tiatural products, and has 
been used as a component, of food pack­
aging adhesives.

(b) Food containing any added or de­
tectable level of this substance is deemed
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to be adulterated in violation of the act 
based upon an order published In the 
Federal R egister of April 7, 1967 (3? 
FR 5675),
§ 189.250 Mercaptoimidazoline and 2- 

mercaptoimidazoline.
(a) Mercaptoimidazoline and ' 2- 

mercaptoimidazoline both have the mo­
lecular formula C3H«N2S. They are syn­
thetic chemicals not found in natural 
products and have been used in the 
production of rubber articles that may 
come into contact with food.

(b) Food containing any added or de­
lectable levels of these substances is 
deemed to be adulterated in violation of 
the act based upon an order published in 
the. F ederal R egister of November 30, 
1973 (38 FR 33072).
§ 189.280 4,4'-Methylenebis (2-chloro- 

analine).
<a) 4,4'-Methylenebis (2-chloroana- 

line) has the molecular formula, bisHu 
ChNg. It is a synthetic chemical not 
found in natural products and has been 
used as a polyurethane curing agent and 
as a component of food packaging ad­
hesives and polyurethane resins.

(b) Food containing any added or de­
tectable level of this substance is deemed 
to be adulterated in violation of the act 
based upon an order published in the 
F ederal R egister of Décember 2, 1969 
(34 FR 19073).

PART 197— SEAFOOD INSPECTION 
. PROGRAM

Subparts A, B, C— [Reserved]
Subpart D— Inspection of Canned Oysters 

Sec.
197.310 Application for inspection service. 
197.312 Granting or refusing inspection  

service; cancellation of applica­
tion.

197.315 Suspension and withdrawal of in - 
~~ spection service.

197.320 Inspection periods.
197.325 Assignment of inspectors.
197.829 Uninspected oysters excluded from

inspected establishments.
197.330 General requirements for plant and 

equipment.
197.340 General operating conditions.
197.350 Code marking.
197.355 Processing.
197.360 Examination after canning.
197.370 Labeling.
197.380 Certificates of inspection; ware­

housing and export permits. 
197.385 Inspection fees.

Subparts E, F, 6, H— [Reserved]
Subpart I— Inspection of Processed Shrimp 

197.810 Application for inspection service. 
197.812 Granting or refusing Inspection 

service; cancellation of applica­
tion. _

197.815 Suspension and withdrawal of in ­
spection service.

197.820 Inspection periods.
197.825 Assignment of inspectors.
197.829 Uninspected shrimp excluded from

inspected establishments.
197.830 General requirements for plant and

equipment.
197.840 General operating conditions.
197.860 Code marking.
197.855 Processing.
197.860 Examination after processing.
197.870 Labeling.
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197.880 Certificates . of Inspection; ware­

housing and export permits. 
197.885 Inspection fees.

A u t h o r i t y  : The provisions of th is Part 197 
issued under sec. 701, 52 Stat. 1055-1056 as 
amended (21 U.S.C. 371).

Subparts A, B, C— [Reserved] 
Subpart D— Inspection of Canned Oysters
§ 197.310 Application for inspection 

service.
(a) Applications for inspection service 

on canned oysters under the provisions of 
section 702a of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 372a) shall 
be on forms supplied by the Food and 
Drug Administration. No application for 
a regular inspection period filed with the 
Food and Drug Administration after 
September 1 preceding such period in 
any year shall be considered unless the 
applicant shows substantial cause for 
failure to file such application on or be­
fore September 1 of such year. The open­
ing date of thé canning season in each 
State shall be the date set by the State 
agency responsible for controlling the 
opening date of the canning season in 
that State. A separate application shall 
be made for each inspection period in 
each establishment for which the serv­
ice is applied. Each application for a 
regular inspection period shall be ac­
companied by a payment of $600.00 as 
prescribed by § 197.385 (a) (1). Such 
deposit shall be paid in the manner pre­
scribed by § 197.385 (e).

(b) For the purpose of §§ 197.310 
through 197.385, an establishment is de­
fined as a factory where oysters may be 
processed and warehouses under the 
control and direction of the packer 
where such canned oysters are stored.
§ 197.312 Granting or refusing inspec­

tion service; cancellation o f applica­
tion.

(a) The Secretary of Health, Educa­
tion, and Welfare may grant the inspec­
tion service applied for upon determin­
ing that the establishment covered by 
such application complies with the re­
quirements of § 197.330.

(b) The Secretary may refuse to grant 
the inspection service at any establish-^ 
ment for cause. In case of refusal the 
applicant shall be notified of the reason 
therefor and shall have returned to him 
all advance payments and production 
deposits made, less any expenses in­
curred for preliminary inspection of the 
establishment, or for other purposes in­
cident to such application.

(c) The applicant, by written notice 
to the Secretary, may withdraw his ap­
plication for inspection service before 
an inspector is assigned to the establish­
ment. In case of such withdrawal, the 
Secretary shall return to such applicant 
all advance payments and production 
deposits made, less any salary and oth­
er expense incurred inbident to such 
application.
§ 197.315 Suspension and withdrawal o f  

inspection sarvice.
(a) The Administration may suspend 

and the Secretary may withdraw ins pec-
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tion service in any establishment upon 
failure of the packer to comply with 
any applicable provision of §§ 197.310 
through 197.385 or upon the dissemina­
tion by the packer or any person in 
privity with him of any representation 
that is false or misleading in any par­
ticular regarding the application to any 
seafood of the inspection service pro­
vided by the regulations in this part.

(b) When inspection service is sus­
pended in an establishment, as author­
ized by paragraph (a) of this section, 
the Food and Drug Administration shall 
not lengthen the inspection period in 
such establishment to compensate for 
any of the time of suspension.
§ 197.320 Inspection periods.

(a) The regular inspection period in 
each establishment in which inspection 
service under §§ 197.310 through 197.385 
is granted consists of 4 consecutive 
months. The date of the beginning of 
such regular inspection period shall be 
regarded as the date, on or after Octo­
ber 1 but not later than March 1, speci­
fied for the beginning of the service in 
the application therefor, or such other 
date as may be specified by amendment 
to such application and approved; but 
if the Secretary is. not prepared to begin 
the service on the specified date then the 
period-shall start on the date on which 
service is begun.

(b) Extension inspection periods shall 
begin at the close of the preceding in­
spection period. Extension inspection 
periods may be granted for periods of 1 
month and/or fractional parts of l 
month, but in no case less than 1 day. 
Extension inspection periods for 1 month 
may be granted in such establishment 
if application therefor, accompanied by 
a payment of $600.00, as prescribed by 
§ 197.385(a) (3), is made at least 2 weeks 
in advance of the close of such preceding 
inspection period. Applications for ex­
tension inspection periods for fractional 
parts of a month may be accepted when 
accompanied by the payment prescribed 
by § 197.385(a) (3) for such extensions. 
No regular or extension inspection period 
shall extend beyond June 30 of any year.

(c) Upon request of the packer, and 
with the approval of the Food and Drug 
Administration, such service during any 
inspection period may be transferred 
from one establishment to another to be 
operated by the same packer; but such 
transfer shall not serve to lengthen any 
inspection period or to take the place of 
an extension inspection period. In case of 
such transfer the packer shall furnish 
all necessary transportation of inspec­
tors.

(d) The inspection service shall be 
continuous throughout the inspection 
period.
§ 197.325 Assignment o f inspectors.

(a) An initial assignment of at least 
one inspector shall be made to each es­
tablishment in which inspection service 
under §§197.310 through 197.385 is 
granted. Thereafter, the Food and Drug 
Administration shall adjust the number 
of inspectors assigned to each establish­
ment and tour of duty of each inspector
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to the requirements for continuous and 
efficient inspection.

(b) Any inspector of the Food and 
Drug Administration shall have free ac­
cess at all times to all parts of the es­
tablishment and to all fishing and freight 
boats and other conveyances dredging 
oysters for or transporting oysters to such 
establishments.
§ 197.529 Uninspected oysters excluded 

from inspected establishments.
( a) No establishment to which inspec­

tion service on canned oysters has been 
granted shall af any time thereafter can 
oysters that have not been so inspected, 
or handle or store in such establishment 
any canned oysters that have not been so 
inspected; but this paragraph shall not 
apply to an establishment after termina­
tion of inspection service therein, or 
withdrawal therefrom as authorized by 
§ 197.315.

(b) All oysters ■ delivered to or held in 
an inspected establishment may be sub­
ject to inspection, but certificates of in­
spection shall be issued under § 197.380 
only on canned oysters.
§ 197.330 General requirements for 

plant and equipment.
(a) All exterior openings of the can­

nery, including those of the shucking 
sheds, shall be adequately screened, and 
roofs and exterior walls shall be tight. 
When necessary, fly traps, fans, blowers, 
or other approved insect-control devices 
shall be installed.

(b) Shucking sheds and packing 
rooms shall be separate, and fixtures and 
equipment shall be so constructed and 
arranged as to perm it thorough cleaning. 
Such sheds and rooms shall be ade­
quately lighted and ventilated, and the 
floors shall be tight and arranged for 
thorough cleaning and proper drainage. 
Open drains from shucking shed shall 
not enter packing room. If shucking 
shed and packing room are in separate 
buildings, such buildings shall be not 
more than 100 yards apart, unless ade­
quate provisions are made to enable 
efficient inspection.

(c) All surfaces of washers, tanks, 
belts, tables, flumes, utensils, and other 
equipment with which unshucked or 
shucked oysters come in contact after 
delivery to the establishment shall be of 
metal or of other smooth nonporous and 
easily cleanable material, provided such 
materials are not lead or other toxic sub­
stances. Metal seams shall be smoothly 
soldered or smoothly welded. Shucking 
tables shall be so constructed as to pre­
clude contamination of working surfaces 
or products thereon from foot traffic or 
wheelbarrows or other containers used 
in delivering steamed oysters to such 
tables.

(d) Adequate supplies of suitable de­
tergents and sanitizing agents approved 
by the Food and Drug Administration; 
clean, unpolluted running water; and 
steam shall be provided for washing, 
cleaning, and otherwise maintaining the 
establishment in a sanitary condition.

(e) Adequate toilet facilities of sani­
tary type which comply fully with ap­
plicable State laws and local ordinances 
shall be provided.

(f) An adequate number of sanitary 
washbasins, with liquid or powdered 
soap, shall be provided in both the shuck-- 
ing shed and the packing room. Paper 
towels shall be provided in the packing 
room.

(g) Signs requiring employees han­
dling oysters to wash their hands after 
each absence from post of duty shall be 
conspicuously posted in the shucking 
shed and packing room and elsewhere 
about the premises as conditions require.

(h) One or more suitable washing de­
vices and one or more suitable inspection 
belts shall be installed for the washing 
and subsequent inspection of the oysters 
before delivery for steaming or other 
means of opening.

(i) If steam boxes are used for open­
ing the oysters, they shall be provided 
with adequate steam inlets, exhausts, 
drains, a safety valve, and a pressure 
gauge.

(j) Suitable means shall be provided 
for removing shells and debris from 
shucking shed.

(k) One or more suitable-devices shall 
be provided for removing shell and grit 
from shucked oysters, for washing such 
oysters, and for their subsequent drain­
age.

CD One or more suitable inspection 
belts shall be installed for the inspection 
of shucked oysters.

(m) Equipment shall be provided for 
code-marking cans.

(n) An automatic container-counting 
device shall be installed in each cannery 
line.

(o) Each sterilizing retort shall be 
fitted with at least the following equip­
ment:

(l) An automatic control for regulat­
ing temperatures.

(2) An indicating mercury thermom­
eter of a range from 170° F to 270® F, 
with scale divisions not greater than 2° 
F, installed either within a fitting a t­
tached to the shell of the retort or 
within the door or shell of the retort. 
If the thermometer is installed within a 
fitting, such fitting shall communicate 
with the chamber of the retort through 
an opening at least 1 inch in diameter. 
Such fitting shall be equipped with a 
bleeder at least one-eighth inch in diam­
eter, If the thermometer is installed 
within the door or shell of the retort, the 
bulb shall project at least two-thirds n f 
its length into the principal chamber.

(3) A recording thermometer of a 
range from 170° F to 270° F, with scale 
divisions not greater than 2° F. The 
bulb of such thermometer shall be in­
stalled as prescribed for the indicating 
mercury thermometer. The case which 
houses the charts and recording mech­
anism shall be provided with an ap­
proved lock, all keys to which shall be in 
the sole custody of the inspector.

(4) A pressure gauge of a range from 
0 to 30 pounds, with scale divisions not

greater than 1 pound land diameter of 
not less than 5 inches. Such gauge 
shall be connected to the chamber of 
the retort by a short gooseneck tube. 
The gauge shall be not more than 4 
inches higher than the gooseneck.

(5) A blow-off vent of at least %-inch 
inside diameter in the top of the retort.

(6) A %-inch bleeder in top of the 
retort.

(p) Suitable space and facilities shall 
be provided for the inspector to prepare 
-records and examine, samples and for the 
safekeeping of records and equipment,
§ 197.340 General operating-conditions.

(a) The decks and holds of all boats 
tonging or dredging oysters for or trans­
porting oysters to an inspected estab­
lishment, and the bodies of other con­
veyances so transporting oysters shall 
be kept in a sanitary condition. Such 
boats shall be equipped with adequate 
means for protecting the oysters against 
contamination with bilge water.

(b) Inspected establishments, freight 
boats, and other conveyances serving 
such establishments shall accept only 
live, clean, sound oysters taken from 
unpolluted areas. When necessary' ice or 
other suitable refrigeration shall be 
provided to prevent spoilage.

N-c) After delivery of each load of 
oysters to  the establishment, decks and 
holds of each boat-and the body of each 
other conveyance or container making 
such delivery shall be washed down with 
clean, unpolluted water, and all debris 
shall be cleaned therefrom before such 
boat or other conveyance or container 
leaves the establishment premises.

(d) Before being steamed or opened 
by other means, the oysters shall be 
washed with clean, unpolluted water 
and then passed over the inspection belt 
and culled to remove dirty, muddy, dead, 
or decomposed oysters and extraneous 
material. Muddy oysters may be re­
turned to the washer for rewashing.
-  (e) As often as is necessary to main­
tain sanitary conditions, unloading plat­
forms and equipment shall be washed 
with clean, unpolluted water, and all 
debris shall be cleaned therefrom.

(f) Shells shall be removed from the 
shucking shed continuously.

(g) Offal, debris, or refuse from any 
source whatever shall not be allowed to 
accumulate in the cannery ot, except for 
shells, about the premises. Shells shall 
not be allowed to accumulate about the 
premises in such a manner as to create 
a nuisance.

(h) The delivery of steamed oysters 
to shuckers by means of manually roll­
ing, trundling, or wheelbarrowing such

-oysters on or above shucking tables will 
not be permitted.

(i) Shucking knives and shucking cups 
shall be thoroughly washed with soap 
and water and chlorinated before use 
each day. Chlorine solution shall be 
maintained at a strength of 200 parts 
per million.

( j > No shucked oysters shall be re­
turned to shucker after delivery to the 
weigher. Shucking cups shall be cleaned
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and sanitized after each delivery to the 
weigher.

(k) Shucked oysters being transported 
from one building to another shall be 
properly covered and protected against 
contamination.

(l) The shucked oysters shall be 
washed, separated from the shell and 
grit by suitable devices, and then imme­
diately drained. The time of washing 
shall not exceed the minimum time nec­
essary for cleansing.

(m) From the time, of delivery to the 
cannery up to the time of final proc­
essing, oysters shall be handled expedi­
tiously and under such conditions as to 
prevent contamination or spoilage.

(n) The packer shall destroy for food 
purposes under the immediate supervi­
sion of the inspector all oysters in his 
possession condemned by the inspector 
as filthy, decomposed, putrid, or unfit for 
food. Oysters condemned on the boat or 
on the unloading platfrom shall not be 
taken into the cannery ̂  but shall be 
either destroyed or returned to a bedding 
ground.

(o) All portions of the establishment 
shall be adequately lighted to enable the 
inspector to perform his duties properly.

(p) All floors and other parts of the 
establishment including unloading plat­
forms, and all fixtures, equipment, and 
utensils shall be cleaned as often as may 
be necessary to maintain them in a sani­
tary condition.

(q) The packer shall require all em­
ployees handling oysters to wash their 
hands after each absence from post of 
duty and to observe other proper habits 
of cleanliness.

(r) The packer shall not knowingly 
employ in or about the èstablishment 
any person afflicted with an infestious dr 
contagious disease or with any open sores 
on exposed portions of the body.
§ 197.350 Code-marking.

(a) Code marks shall be affixed to all 
cans and other immediate containers be­
fore they are placed in the processing 
retorts. Sudh marks shall show at least:

(1) The date of packing;
(2) The establishment where packed;
(3) The conveyance; and
(4) The size of the oysters when such 

oysters are graded for size.
(b) Keys to all code marks shall be 

given to the inspector. '
(c) Each lot shall be stored separately 

pending final inspection, with a space 
of not less than 6 inches between stacks 
of each lot. For the purposes of the reg­
ulations in this part all cans or other 
containers bearing the same code marks 
shall be regarded as comprising a lot.
§197 .355  Processing.

(a) The closure of the can or other 
immediate container and the timè and 
temperature of sterilizing the canned 
oysters shall be adequate to prevent 
bacterial spoilage.

(b) The following times and tempera­
tures shall be the minimum employed 
for the containers indicated:

RULES AND REGULATIONS

Canned oysters

Size

Initial
tempera­

ture
(degrees

Fahrenheit)

Time at 
240° F

Time at 
260° F

211 by 212........... - Ì
Minutez Minute»

211 by 300....-------- 1 70 24 14
211 by 306.... 
211 by 400....

........... f 130 23 13
307 by 400................ 70 28 14
307 by 409_._,_____  130 27 13

For the purposes of this section, initial 
temperature is defined as the average 
temperature of the contents of the con­
tainer at the moment steam is admitted 
to the sterilizing retort.

(c) The blow-off vent shall be open 
during the coming-up period until the 
mercury thermometer registers a t least 
215° F. Bleeders shall emit steam dur­
ing the entire cooking period.

(d) The inspector shall identify each 
record on the thermometer chart with 
the code mark of the lot to which such 
record relates and the date of such rec­
ord. The Food and Drug Administration 
shall keep such charts for at least 5 
years, and upon request shall make them 
available to the packer.

(e) The packer shall keep for at least 
2 years all shipping records covering 
shipments from each lot, and upon re­
quest shall furnish such records to any 
inspector of the Food and Drug Admin­
istration.
§ 197.360 Examination after canning.

(a) Adequate samples shall be drawn 
by the inspector from each lot of canned 
oysters and shall be examined to deter­
mine whether or not such canned oysters 
conform to all requirements of the Fed­
eral Food, Drug, and Cosmetic Act, 
amendments thereto, and regulations 
thereunder.

<b) The packer shall destroy for food 
purposes, under the immediate super­
vision of the inspector, all canned oysters. 
condemned by the inspector as not com­
plying with § 197.355, or as filthy, decom­
posed, putrid, or otherwise unfit for food.
§ 197.370 Labeling.

(a) 'Labels on canned oysters packed 
and certified under §§ 197.310 through 
197.385 may bear the mark “Production 
Supervised by the U.S. Food and Drug 
Administration.” Such mark, if used, 
shall be plainly and conspicuously dis­
played, in type of uniform size and style, 
on a strongly contrasting, uniform back­
ground.

(b) Two proofs, or one proof and one 
photostat thereof , or eight specimens of 
all labeling intended for use on inspected 
canned oysters or on or within the cases 
therefor shall be submitted to the Food 
and Drug Administration for approval. 
If the proofs or photostat and proof are 
submitted, eight specimens of the label­
ing shall be sent to the Food and Drug 
Administration after printing. The Food 
and Drug Administration is hereby au­
thorized to approve labeling for use on 
canned oysters inspected under §§ 197.-
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310 through 197.385. Approval shall be 
subject to the condition that such label­
ing shall be so used as to comply with 
the provisions of the Federal Food, Drug 
and Cosmetic Act, amendments thereto, 
and regulations thereunder. The Food 
and Drug Administration is also author­
ized to revoke any such approval for 
cause. The Food and Drug Administra­
tion shall not approve labeling for canned 
oysters intended for export under 
the provisions of § 197.380(e).

(c) No commercial brand or brand 
name appearing on labeling approved as 
authorized under paragraph (b) of this 
section and bearing the mark described 
in paragraph (a) of this section, and no 
labeling simulating any such approved 
labeling, shall be used after such ap­
proval on canned oysters other than^ 
those that have been handled, prepared, 
and packed in compliance with all pro­
visions of §§ 197.310 through 197.385; but 
this section shall not apply to any 
packer’s labeling not bearing such mark 
after termination of inspection or with­
drawal thereof as authorized by § 197.315 
or to any distributor’s labeling not bear­
ing such mark after written notice by 
the owner thereof to the Food and Drug 
Administration that the use of such 
labeling on inspected canned oysters has 
been discontinued and will not be re­
sumed.

(d) Canned-oyster labeling authorized 
by paragraph (a) of this section or ap­
proved under paragraph (b) of this 
section shall be used only as authorized * 
by §§ 197.310 through 197.385. Unauthor­
ized use of such labeling renders the user 
liable to the penalties prescribed by the 
Food, Drug, and Cosmetic Act, as 
amended.
§ 197.380 Certificates o f inspection; 

warehousing and export permits.
(a) After finding that the canned oys­

ters comprising any parcel have been 
handled, prepared, and packed in com­
pliance with all provisions of §§ 197.310 
through 197.385; bear labeling approved 
as authorized under § 197.370(b); and 
comply with all the provisions of the 
Federal Food, Drug, and Cosmetic Act, 
amendments thereto, and regulations 
thereunder, the inspector shall issue a 
certificate showing that such canned 
oysters so comply. The certificate shall 
specify the code marks to which it ap­
plies, the quantity of the parcel so 
marked, the place where such parcel is 
stored, the size and kind of containers, 
the commercial brand name on the 
labels, the condition of the oysters if 
they are broken or if they are substand­
ard in fill, and the destination of the iot 
if known. Such certificate shall become 
void if such labeling is removed, altered, 
obliterated, or replaced; but such canned 
oysters may be relabeled under super­
vision of an inspector and recertified if 
the inspector finds that, after being re­
labeled, they comply with the require­
ments laid down by this paragraph for 
the issuance of a certificate.
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(b) Unless covered by certificate, 
canned oysters shallbe moved from an 
Inspected establishment only for storage 
authorized under paragraph (c) of this 
section, or for export authorized under 
paragraph (e) of this section, or for 
destruction as provided by § 197.360(b).

(c) Applications to move unlabeled 
canned oysters for storage in a ware­
house elsewhere than in the establish­
ment where such oysters were packed 
shall be on forms supplied by the Ad­
ministration. The application shall give 
the name and location of the warehouse 
in which such canned oysters are to be 
stored, and shall be accompanied by an 
agreement signed by the operator of 
such warehouse that inspectors shall 
have free access at all times to all canned 
oysters so stored, arid that conditions 
which will preserve the identity of each 
parcel of such canned oysters shall be 
continuously maintained pending issu­
ance of a certificate thereon or removal 
as authorized by paragraph (d) of this 
section. If such application is approved 
and it appears to the inspector that the 
canned oysters comprising any parcel 
have been packed in compliance with 
§§ 197.310 through 197.385 and conform, 
except for the absence of labeling, to all 
requirements of the Federal Food, Drug, 
and Cosmetic Act, amendments thereto, 
and regulations thereunder, the inspec­
tor shall issue to the applicant, on his 
request, a warehousing permit covering 
such canned oysters. Such permit shall 
specify the code marks to which it ap­
plies, the quantity of the parcel so 
marked, the place from and to which 
such parcel is to be moved, the size of 
the oysters, the size and kind of con­
tainers, and the condition of the oysters 
if they are broken or if they are sub­
standard in fill and, if such be the case, 
that they are intended for export under 
paragraph (e) of this section. When 
any provision of the agreement is vio­
lated, the Food and Drug Administration 
may revoke any permit issued pursuant 
to such agreement, and may also revoke 
its approval of the application for ware­
housing which accompanied such 
agreement.

(d) Unless covered by certificate, 
canned oysters stored under the author­
ity of paragraph (c) of this section shall 
be moved from the warehouse where 
stored only for re-storage under such 
authority, or for return upon written 
permission of the inspector to the estab­
lishment where packed, or for export 
authorized under paragraph (e) of this 
section, or for destruction as provided by 
§ 197.360(b).

(e) An application to export canned 
oysters under the provisions of section 
801(d) of the act shall be accompanied 
by the original or a verified copy of the 
specifications of the foreign purchaser; 
if required by the Food and Drug Ad­
ministration, evidence showing that such 
canned oysters are not in conflict with 
the laws of the country to which they áre 
intended for export; and, if shipment of 
labeled canned oysters is specified or di­
rected, eight specimens of the labeling 
therefor. If canned oysters prepared or

packed according to such specifications 
are not in conflict with the laws of such 
country, the Administration shall direct 
the inspector to issue to the applicant an 
export permit covering such canned 
oysters comprising any parcel ordered by 
such purchaser under such specifications, 
when the inspector finds that such 
canned oysters were packed in compli­
ance with the requirements of §§ 197.310 
through 197.385 regarding sanitary con­
ditions and processing; are not filthy, 
decomposed, putrid, or otherwise unfit 
for food; accord to such specifications, 
and are labeled on the outside of the 
shipping package to show that they are 
intended for export. Such permit shall 
specify the code marks to which it ap­
plies and the quantity of the parcel so 
marked, and shall show that such canned 
oysters were packed under sanitary con­
ditions, are wholesome, and accord to 
such specifications. The applicant shall 
furnish to the inspector documentary 
evidence showing the exportation of all 
such canned oysters.
§ 197.385 Inspection fees.

(a) (1) Except as otherwise provided 
by the regulations in this part, an initial 
payment of $600.00 shall accompany 
each application; thereafter, three addi­
tional advance payments of $600.00 each 
shall be made, as follows: One payment 
on or before the date of the beginning 
of the regular inspection period spec­
ified in the application for inspection; 
the remaining two payments on or be­
fore the first day of each succeeding 
month; except that the Food and Drug 
Administration may require the full 
amount of all advance payments pre­
scribed by this paragraph to accompany 
the application of an applicant who has 
defaulted in any payment due for any 
prior packing season: Provided, That a 
packer who is concurrently receiving in­
spection service and making payments 

, under the regulations for the inspection 
of processed shrimp shall not make any 
additional payments under this subpara­
graph.

(2) Whenever it is determined, with­
out hearing, by the Food and Drug Ad*- 
ministration that an establishment hav­
ing the inspection service has been dam­
aged by wind, fire, flood, or other calam­
ity to such an extent that packing 
operations cannot be resumed before the 
end of the fiscal year then current, no 
advance payments falling due after such 
calamity shall be required from the 
packer for that fiscal year; but whenever 
it is determined, without hearing, by the 
Food and Drug Administration that an 
establishment having the inspection 
service has been so damaged by any 
such calamity that operations must be 
suspended temporarily, but can be re­
sumed before the end of the fiscal year 
then current, advance payments falling 
due after such calamity and before the 
month of resumption of operations shall 
be postponed until operations are re­
sumed, and thereupon shall be paid in 
equal monthly installments during the 

. period between the time of resumption 
of operations and June 1 of the fiscal

year then current: Provided, That in the 
event of a determination described in 
this subparagraph the total payments 
and production deposits made by the 
packer involved shall be charged with 
the cost of the service made available 
for the establishment, without regard 
to the method provided hereinafter for 
computing charges against payments 
and production deposits, and the bal­
ance of; the total payments and deposits 
remaining after such charges shall be 
refunded by the Food and Drug Admin­
istration to the packer after the com­
pletion of the fiscal year.

(3) Each application for an extension 
inspection period of 1 month shall be 
accompanied by a payment of $600.00, 
and a t subsequent monthly intervals 
thereafter additional payments of 
$600.00 shall be made; but if .the final 
payment is to cover a period of less than 
30 days, then such payment shall be at 
the rate of $20.00 for each day of such 
period.

(b) (1) In addition to the payments 
prescribed in paragraph (a) of this sec­
tion, advance deposits based upon the 
quantity of oysters canned by the sub­
scribing establishment shall be made,to 
underwrite adequately the cost of the 
inspection service. Such deposits shall 
be paid in advance in amounts of not 
less than $300.00, unless the Food and 
Drug Administration on an estimate of 
production authorizes other ’amounts, 
and shall be computed a t the rate of 15 
cents for each case of 48 cans, size 
211 x 300. Any advance production de­
posits in excess of those required for 
actual oysters canned for the fiscal year 
(July 1 through June 30) will be re­
funded to the packers by the Food and 
Drug Administration after the comple­
tion of the fiscal year.

(2) Production deposits as computed 
under paragraph (b) (1) of this section, 
together with deposits for shrimp re­
ceived as prescribed under § 197.885(b) 
(1) , in the case of processed shrimp, 
shall be charged with the balance of the 
total cost of the inspection service which 
has not been provided for by the com­
bined total payments under paragraph 
(a) of this section and paragraph (a) of 
§ 197.885, in the case of processed shrimp. 
The balance of the production deposits 
remaining after such charges have been 
made shall be refunded by the Admin­
istration to the packers after the com­
pletion of the fiscal year in the ratio 
which each packer’s production deposits 
for oysters canned and deposits for 
shrimp received bears to the combined 
total of such deposits for oysters canned 
and shrimp received by all packers for 
the fiscal year.

(3) When inspection service is with­
drawn from an establishment as author­
ized under § 197.315(a), the Food and 
Drug Administration shall not return to 
the packer any advance payments and/ 
or deposits required to the date of with­
drawal of the service. Such payments 
and/or deposits shall be charged with 
the cost of the service made available for 
the establishment, without regard to the 
method described in this section, and the
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balance that would have accrued to such 
packer shall remain to the credit of the 
Food and Drug Administration in the 
special account "Salaries and Expenses, 
Certification and Inspection Services.”

(c) A separate fee shall be paid to 
cover all expenses incurred in accordance 
with the regulations of the United States 
Government, for salary, travel, subsist­
ence, and for other purposes incident to 
inspection for the purpose of issuing a 
certificate or warehousing or export per­
mit on canned oysters stored or held at 
any place other than an establishment 
to which a seafood inspector is then 
assigned.

(d) When the cannery and the can­
nery warehouse of an establishment are 
located a t different points of such dis­
tance apart that transportation between 
them is required for the inspector to per­
form his duties in the establishment, the 
packer shall furnish such transportation 
or shall pay a separate fee to cover all 
expenses therefor.

(e) All payments required by the reg-_ 
ulations in this part shall be by bank 
draft or certified check, collectible a t par 
drawn to the order of the Food and Drug 
Administration, and payable a t Washing­
ton, DC. All such drafts and checks ex­
cept those for the payment required by 
§ 197.310(a), shall be delivered to the 
inspector and promptly scheduled to the 
Food and Drug Administration, Depart­
ment of Health, Education, and Welfare, 
Washington, DC, whereupon after ap­
propriate records thereof have been 
made they shall be transmitted to the 
Chief Disbursing Officer, Division of 
Disbursement, Treasury Department, for 
deposit to the special account "Certifica­
tion and Inspection Services, Food and 
Drug Administration.”

(f) All refunds to packers shall be by 
check drawn on the Treasury of the 
United States pursuant to refund 
vouchers duly certified and approved by 
the designated administrative officers.

Subparts E, F, G, H—-[Reserved]
Subpart I—-inspection of Processed 

Shrimp
§ 197.810 Application for -inspection 

service.
(a) Applications for inspection service 

on the processing of shrimp under the 
provisions of section 702a of the Federal 
Food, Drug, and Cosmetic Act shall be on 
forms supplied by the Food and Drug Ad­
ministration. The processing of shrimp 
comprises all the operations including 
labeling and storage, necessary to pre­
pare for the market shrimp in any of the 
following forms: Iced or frozen raw 
headless, raw peeled or cooked peeled 
(any of which may be deveined)-; iced or 
frozen deveined shrimp, partially or com­
pletely peeled (which may be battered 
and breaded before freezing), and 
canned shrimp. No application for a 
regular inspection period filed with the 
Food and Drug Administration after 
May 1, preceding such period in any year, 
shall be considered unless the applicant 
shows substantial cause for failure to file 
such application on or before May 1 of 
such year. A separate application shall

be made for each inspection period in 
each establishment for which the service 
is applied. Each application for a regular 
inspection period shall be accompanied 
by an advance payment of $500.00 as pre­
scribed by § 197.885(a) (1). Such pay­
ment shall be made in the manner pre­
scribed by § 197.885(e). „

(b) For the purposes of §§ 197.810 
through 197.885, an establishment is de­
fined as a factory where shrimp may 
be processed and warehouses and cold 
storage plants under the control and 
direction of the packer where such 
shrimp is stored.
§ 197.812 Granting or refusing inspec­

tion service; cancellation o f applica­
tion.

(a) The Secretary of Health, Educa­
tion, and Welfare may grant the inspec­
tion service applied for upon determining 
that the establishment covered by such 
application complies with the require­
ments of § 197.830.

(b) The Secretary may refuse to 
grant inspection service at any estab­
lishment for cause. In case of refusal, 
the applicant shall be notified of the 
reason therefor and shall have returned 
all advance payments and deposits made, 
less any expenses incurred for prelim­
inary inspection of the establishment or 
for other purposes incident to such 
application.

(c) The applicant, by written notice 
to the Secretaryt may withdraw his 
application for inspection service before 
July 1 preceding the inspection period 
covered by the application. In case of 
such withdrawal, the Secretary shall 
return to such applicant all advance pay­
ments and deposits made, less any salary 
and other expense incurred incident to 
such application.
§ 197.815 Suspension and withdrawal of 

inspection service.
(a) The Food and Drug Administra­

tion may suspend and the Secretary may 
withdraw inspection service in any estab­
lishment:

(1) Upon failure of the packer to com­
ply with any applicable provision of 
§§ 197.810 through 197.885; or

(2) Upon the dissemination by the 
packer or any person in privity with him 
of any representation that is false or mis­
leading in any particular regarding the 
application to any seafood of the inspec­
tion service provided by the regulations 
in this part.

(b) Wheh inspection service is sus­
pended in an establishment, as author­
ized by paragraph (a) of this section, the 
Food and Drug Administration shall not 
lengthen the inspection period in such 
establishment to compensate for any of 
the time of suspension.
§ 197.820 Inspection periods.

(a) The regular inspection period in 
each establishment in which inspection 
service under §§ 197.810 through 197.885 
is granted consists of 9 consecutive 
months. The date of the beg in n in g  of 
such regular inspection period shall be 
regarded as the date, on or after July 1, 
but not later than October I, specified for

the beginning of the service in the appli­
cation therefor, or such other date as 
may be specified by amendment to such 
application and approved; but if the Sec­
retary is not prepared to begin the serv­
ice on. the specified date, then the period 
shall start on the date on which service 
is begun.

(to) Extension inspection periods shall 
begin at the close of the preceding in­
spection period. Extension inspection pe­
riods may be granted for periods of 1 
month and/or fractional parts of 1 
month, but in no case less than 1 day. 
Extension inspection periods for 1 month 
may be granted in such establishment if 
application therefor, accompanied by a 
payment of $600.00 as prescribed by 
§ 197.885(a) (3), is made a t least 2 weeks 
in advance of the close of such preceding 
inspection period. Applications for exten­
sion inspection periods for fractional 
parts of a month may be accepted when 
accompanied by the payment prescribed 
by § 197.885(a) (3) for such extensions. 
No regular or extension inspection period 
shall extend beyond June 30 of any year.

(c) Upon request of the packer, and 
with the approval of the Food and Drug 
Administration, such service during any 
inspection period may be transferred 
from one establishment to another to be 
operated by the same packer; but such 
transfer shall not serve to lengthen any 
inspection period or to take the place of 
an extension inspection period. In case 
of such transfer the packer shall furnish 
all necessary transportation of inspec­
tors.

(d) The inspection service shall be 
continuous throughout ttje inspection 
period.
§ 197.825 Assignment o f inspectors.

(a) An initial assignment of at least 
one inspector shall be made to each es­
tablishment in which inspection service 
under §§ 197.810 through 197.885 is 
granted. Thereafter, the Food and Drug 
Administration shall adjust the number 
of inspectors assigned to each establish­
ment and tour of duty of each inspector 
to the requirements for continuous and 
efficient inspection.

(b) Any inspector of the Food and 
Drug Administration shall have free 
access at all times to all parts of the 
establishment, to plants supplying 
materials to the inspected establishment, 
and to all fishing and freight boats and 
other conveyances catching shrimp for, 
or transporting shrimp to, such estab­
lishment.
§ 197.829 Uninspected shrimp excluded 

from inspected establishments.
(a) No establishment to which inspec­

tion service has been granted shall at any 
time thereafter process shrimp which 
has not been so inspected or handle or 
store in such establishment any proc­
essed shrimp which has not been so in­
spected; but this paragraph shall not 
apply to an establishment after termina­
tion of inspection service therein or 
withdrawal therefrom as authorized by 
§ 197.815.

(b) All shrimp and other ingredients 
entering into the finished product may
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be subject to inspection prior to delivery 
to the establishment or a t any time 
thereafter, and all shrimp processed in 
such establishment shall be subject to 
certification under § 197.880.
§ 197.830 General requirements for 

plant and equipment.
(a) All exterior openings of the estab­

lishment shall be adequately screened 
and roofs and exterior walls shall be 
tight. When necessary, fiy traps, fans, 
blowers, or other approved insect- 
control devices shall be installed.

(b) Except for raw headless shrimp 
which may or may not be deveined, pick­
ing and packing rooms shall be separate, 
provided that this requirement may be 
waived by the Pood and Drug Adminis­
tration where separation of picking and 
packing rooms is not necessary for ade­
quate sanitation. Blanching tanks shall 
not be located in picking room. Fixtures 
and equipment shall be so constructed 
and arranged as to permit thorough 
cleaning. Such rooms shall be adequately 
lighted and ventilated, and the floors 
shall be tight and arranged for thorough 
cleaning and proper drainage. Open 
drains from picking room shall not enter 
packing or blanching room. If picking 
and packing rooms are in separate build­
ings, such buildings shall be not more 
than 100 yards apart unless adequate 
provisions are made to enable efficient 
inspection.

(c) All surfaces of tanks, belts, 
tables, flumes, utensils, and other equip­
ment with' which either picked or un­
picked shrimp come in contact after de­
livery to the establishment shall be of 
metal or of other smooth nonporous and 
easily cleanable materials, provided such 
materials are not lead or other toxic 
substances. Metal seams shall be 
smoothly soldered or smoothly welded.

(d) Adequate supplies of suitable de­
tergents and sanitizing agents approved 
by the Pood and Drug Administration; 
clean, unpolluted running water; and, if 
necessary, steam shall be provided for 
washing, cleaning, and otherwise main­
taining the establishment in a sanitary 
condition.

Ce) Adequate toilet facilities of sani­
tary type which comply fully with ap­
plicable State laws and local ordinances 
shall be provided.

(f) An adequate number of sanitary 
washbasins, with liquid or powdered 
soap, shall be provided in both the pick­
ing and packing rooms. Paper towels 
shall be provided in the packing room. 
Provision shall be made for sanitizing 
the hands of employees by the use of 
suitable sanitizing agents.

(g) Signs requiring employees han­
dling shrimp to wash and sanitize their 
hands after each absence from post of 
duty shall be conspicuously posted in 
the picking and packing rooms and else­
where about the premises as conditions 
require.

(h) One or more suitable washing de­
vices and one or more suitable inspection 
belts shall be installed for the washing 
and subsequent inspection of the shrimp 
before processing.

(i) Suitable containers, flumes, chutes, 
or conveyors shall be provided for re­
moving offal from picking room.

(j) Picking or heading tables shall be 
equipped with flumes supplied with clean, 
unpolluted water or with mechanical 
conveyors for removing the picked or 
headed shrimp. f?

(k) Equipment shall be provided for 
code-marking cans and other immediate 
containers and master cartons used in 
packaging other than canned shrimp.

(l) An automatic container-counting 
device shall be installed in each cannery 
line.

(m) Each sterilizing retort shall be 
fitted with a t least the following equip­
ment:

(1) An automatic control for regulat­
ing temperatures.

(2) An indicating mercury thermom­
eter of a range from 170° P to 270° F 
with scale divisions not greater than 2° P. 
For steam cook such thermometers shall 
be installed either within a fitting a t­
tached to the shell of the retort or within 
the door or shell of the retort. For water 
cook such thermometers shall be installed 
in the door or shell of the retort below the 
water level. If the thermometer is in­
stalled within a fitting such fitting shall 
communicate with the chamber of the 
retort through an opening a t least 1 inch 
in diameter. Such fitting shall be 
equipped with a bleeder a t least one- 
eighth of an inch in diameter. If the 
thermometer is installed within the door 
or shell of the retort, thebulb shall pro­
ject a t least two-thirds of its length into 
the principal chamber.

(3) A recording thermometer of a 
range from 170° F  to 270° F  with scale 
divisions not greater than 2° F. The bulb 
of such thermometer shall be installed 
as prescribed for the indicating mercury 
thermometer. The case which houses the 
charts and recording mechanism shall be 
provided with an approved lock, all keys 
to which shall be in the sole custody of 
the inspector.

(4) A pressure gauge of a range from 
0 to 30 pounds, with scale divisions not 
greater than 1 pound and diameter of 
not less than 5 inches. Such gauge shall 
be connected to the chamber of the re­
tort by a short gooseneck tube. The 
gauge shall be not more than 4 inches 
higher than the gooseneck

(5) For steam cook, a blow-off vent 
of a t least %-inch inside diameter in the 
top of the retort.

(6) For steam cook, a %-inch bleeder 
in top of retort.

(n) Each cold storage compartment 
shall be fitted with a t  least the following 
equipment:.

(1) An automatic control for regu­
lating temperature.

' (2) An indicating thermometer so in­
stalled as to indicate accurately the 
temperature within the storage compart­
ment.

(3) A recording thermometer so in­
stalled as to indicate accurately the 
temperature within the compartment a t 
all times. The case which houses the 
charts and recording mechanism shall be 
provided with an approved lock, all keys

to which shall be in the sole custody of 
the inspector.

(o) Provision shall be made for water­
glazing where such glazing is necessary 
to maintain the quality of frozen shrimp. 
Glazing shall be done with clean, unpol­
luted water.

(p) Provision shall be made for im­
mediate icing or cold storage of all 
packaged shrimp which is destined for 
sale as unfrozen shrimp.

(q) Suitable space and facilities shall 
be provided for the inspector to prepare 
records and examine samples, and for 
the safekeeping of records and equip­
ment.
§ 197.840 General operating conditions.

(a) Plants supplying raw headless or 
frozen raw headless shrimp to an in­
spected establishment, decks and holds 
of all boats catching shrimp for or trans­
porting shrimp to an inspected estab­
lishment, and the bodies of other 
conveyances so transporting shrimp 
shall be kept in a sanitary condition.

(b) Inspected establishments, plants 
supplying inspected establishments, 
freight boats, and other conveyances 
serving such establishments shall ac­
cept only fresh, clean, sound shrimp. 
The shrimp shall be iced or refrigerated 
Immediately after they are caught, and 
shall be kept adequately iced or refriger­
ated until delivery to the establishment.

(c) After delivery of each load of 
shrimp to the establishment, decks and 
holds of each boat and the body of each 
other conveyance or container making 
such delivery shall be washed down with 
clean, unpolluted water, and all debris 
shall be cleaned therefrom before such 
boat or other conveyance or container 
leaves the establishment premises.

(d) Before being headed, picked, or 
deveined, the shrimp shall bé adequately 
washed with clean, unpolluted water 
and then passed over the inspection belt 
and culled to remove all shrimp that are 
filthy, decomposed, putrid, or otherwise 
unfit for food, and all extraneous ma­
terial.

<e) Offal from picking tables shall not 
be piled on the floor, but shall be placed 
in suitable containers for frequent re­
moval, or shall be removed by flumes, 
conveyors, or chutes. Offal, debris, or 
refuse from any source whatever shall 
not be allowed to accumulate in or 
about the establishment.

(f ) Shrimp shall be picked into flumes 
that immèdiately remove the picked 
meats from the picking tables; except 
that shrimp may be picked into seam­
less containers of not more than 3 pints 
capacity if the picked meats are not held 
in such containers for more than 20 
minutes before being flumed or convèyed 
from the picking tables. If shrimp are 
picked into such containers, the con­
tainers shall be cleaned and sanitized 
as often as may be necessary to maintain 
them in a sanitary condition, but in no 
case less frequently than every 2 hours. 
Whenever a picker is absent from his or 
her post of duty, the container used by 
such picker shall be cleaned and sani­
tized before picking is resumed. For the
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purposes of this paragraph, the term 
“picked” shall include the operation 
whereby a portion of the shell is removed, 
leaving the tail in  place, and the back 
of the shrimp is sliced open to remove 
the alimentary canal n r vein.

(g) Picked shrimp being transported 
from one building to another shall be 
properly covered and protected against 
contamination.

(h) Prom the time of delivery to the 
establishment up to the time of final 
processing, shrimp shall be handled ex­
peditiously and under such conditions as 
to prevent contamination or spoilage. 
Shrimp other than that to be canned 
shall be precooled immediately after the 
final cleaning or blanching operation to 
a temperature not exceeding 50° F if, it 
is to be packaged immediately, or to a 
temperature not exceeding 40° F if it is 
not to be packaged immediately. If  such 
shrimp are to be frozen, they shall be 
placed in the freezing compartment 
within 1 hour after final preparation.

(i) If batter is employed, it shall be 
used within 1 hour after it is prepared. 
The temperature of the batter shall not 
exceed 50° F.

(j) The packer shall destroy for food 
purposes under the immediate supervi­
sion of the inspector all shrimp in his 
possession condemned by the inspector“ 
as filthy, decomposed, putrid, or other­
wise unfit for food. Shrimp condemned 
on boat or unloading platform shall not 
be taken into the icebox or picking room-

(k) Raw materials Other than shrimp 
that enter into the finish product shall 
not be used if condemned by the inspec­
tor as unfit for food. Such condemned 
raw materials shall be segregated from 
usable materials and be held for disposal 
as directed by the inspector, or they may 
be destroyed forthwith by the packer if 
he so desires.

d) All portions of the establishment 
styUl be adequately lighted to enable the 
inspector to perform his duties properly.

(m) All floors and other parts of the 
establishment, including unloading plat­
forms, and all fixtures, equipment, and 
utensils shall be cleaned as often as may 
be necessary to maintain ‘them in a san­
itary condition. Containers for mixing 
or holding batter shall be adequately 
cleaned and sanitized before they are 
used for a new batch of batter. Equip­
ment for applying batter shall be ade­
quately cleaned and sanitized a t least 
once each hour while in operation.

(n) The packer shall require all em­
ployees handling shrimp to wash and 
sanitize their hands after each absence 
from post of duty, and to observe other 
proper habits of cleanliness.

(o) Hie packer shall not knowingly 
employ in or about the establishment 
any person afflicted with an infectious 
or contagious disease, or with any open 
sores on exposed .portions of the body.
§ 197J850 Code marking,

(a) Permanently legible code marks 
shall be placed on all immediate con­
tainers a t the time of packaging. Such 
marks shall show at least:

(l) The date of packing;
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(2) The establishment where,packed; 
and

(3) The size of the shrimp when such 
shrimp are graded for size and are not 
in containers through which they are 
clearly visible. •
Corresponding code marks shall also be 
placed on the master cartons containing 
individual packages of shrimp other than 
canned.

(b) Ifeys to all code marks shall be 
given to the inspector.

(c) Each lot shall be stored separately 
pending final inspection, with a space of 
not less than 6 inches between stacks of 
each lot. For the purposes of the regu­
lations in this part, all cans or other 
containers bearing the same code marks 
shall be regarded as comprising a lot.
§ 197-855 Processing.

(a) The closure of the can or other 
immediate-container and the time and 
temperature of sterilizing the canned 
shrimp shall be adequate to prevent 
bacterial spoilage.

(b) The following times and tempera­
tures shall be the minimums employed 
for the containers indicated: y

Dry pack

Kind of
container Size 
and liner

Initial
tem­
pera­
ture

Time
at

240® F

Time
àt

250® F

Min­
ute*

Min­
ute*

Tin:
1-piece liner,. 211 by 400 70° F 80 60

and smaller.
j— .do_______ 70° F 70 50

No liner____ (307 by 208. - - 70° F 70 50
1307 by 400____ 70° F 75 55

W et pack

Initial Time Time
Kind of container and size tern- at at

pera-
ture

240® F 250° F

Min­
ute*

Min­
ute*

Tin:
211 by 400 (and smaller)------- 90° F 25 13
307 by 208___________ - _____ 90° F 25 13
307 by 400.________________ 90° F 25 13
502 by 510_________  . 90° F 27 16

Glass: 3 to 9 fluid ounces, in- 
elusive.

22 14

For wet-pack shrimp in cans 307 x 400 
and smaller, a cook of 12 minutes at 250° 
F, and for wet-pack shrimp in cans 
502 x 510, a cook of 15 minutes a t 250° 
F, may be approved if adequate provi­
sions are made to insure an initial tem­
perature of not less than 120° F  in each 
individual can. For the purposes of this 
section, initial temperature is defined as 
the average temperature of the contents 
of the container a t the moment steam is 
admitted to the sterilizing retort.

. (c) For steam cook, blow-off vent 
shall be open during the coming-up pe­
riod until the mercury thermometer reg­
isters at least 215° F. Bleeders Shall 
emit steam during the entire cooking 
period. '

(d) The method of freezing is not 
specified by the regulations in this part.
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Whatever method is used must be such 
as will produce a hard-frozen product in 
a sufficiently short time to prevent de­
composition. Bulk packages containing 
5 pounds or more of shrimp per package 
shall be hard frozen within 24 hours; 
smaller packages should be hard frozen 
within 12 hours. After freezing, the 
shrimp shall be stored in such a manner 
that its temperature does not exceed 0° 
F, and shall be handled in such manner 
as will maintain the hard-frozen condi­
tion.

(e) The storage temperatures for 
shrimp that are not frozen or canned 
are as follows: .

Cl) Cooked and peeled shrimp shall be 
stored at a room temperature not ex­
ceeding 35° F. .

(2) Raw headless shrimp shall be 
stored at a room temperature not ex­
ceeding 35° F, except that it may be 
stored at a higher room temperature if 
sufficiently iced at all times to prevent 
spoilage.

Cf) The inspector shall identify each 
record on the thermometer chart with 
the code mark of the lot to which such 
record relates and the date of such rec­
ord. The Food and Drug Administration 
shall keep such charts for a t least 5 years, 
and upon request shall make them avail­
able to the packer.

Cg) The packer shall keep for at least 
2 years all shipping records covering 
shipments from each lot, and upon re­
quest shall furnish such records to any 
inspector of the Food and Drug Adminis­
tration.
§ 197.860 Examination after process­

ing.
(a) . Adequate samples shall be drawn 

by the inspector from each lot of proc­
essed shrimp and shall be examined to 
determine whether or not such proc­
essed shrimp conforms to all require­
ments of the Federal Food, Drug, and 
Cosmetic Act, amendments thereto, and 
regulations thereunder.

(b) The packer shall destroy for food 
purposes, under the immediate super­
vision of the inspector, all processed 
shrimp condemned by the inspector as 
not complying with § 197.855(a), or as 
filthy, decomposed, putrid, or otherwise 
unfit for food.
§ 197.870 Labeling.

(a) Labels on shrimp packed and cer­
tified under §§ 197.810 through 197.885 
may bear a mark attesting to such pack­
ing and certification. Depending upon 
the type of processing, such marks, if 
used, shall read as follows:

(1) For canned shrimp: “Production 
supervised by U.S. Food and Drug Ad­
ministration.”

(2) For frozen shrimp: “Packing and 
freezing supervised by U.S. Food and 
Drug Administration. Perishable prod­
uct—Not warranted against mishandling 
after freezing.”

(3) For fresh, iced, or refrigerated 
shrimp: “Packing supervised by U.S. 
Food and Drug Administration. Perish­
able product—Not warranted against 
mishandling after packing.”
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Such marks if used shall be plainly and 
conspicuously displayed in type of uni­
form size and style on a strongly con­
trasting uniform background. The 
marks referred to in paragraph (a) (2) 
and (3) of this section shall not be 
used on the master carton unless such 
marks will be defaced by the opening 
of the cartons.

(b) Labels on inspected processed 
shrimp* other than canned shrimp, not 
bearing the marks referred to in para­
graph (a) (2) and (3) of this section, 
and all master cartons for inspected 
shrimp other than canned shrimp, shall 
bear the statement "“Perishable—Keep 
frozen” or “Perishable—Keep refriger­
ated,” whichever is applicable to the 
product/
X~tc) Two proofs, or one proof and one 
photostat thereof, or eight specimens of 
all labeling intended for use on inspected 
shrimp, or on or within the cases there­
for, shall be submitted to the Food and 
Drug Administration for approval. If 
proofs or photostat and proof are sub­
mitted, eight specimens of the labeling 
shall be sent to the Food and Drug Ad­
ministration after printing. The Food 
iand Drug Administration is authorized 
to approve labeling for use on or with 
processed shrimp inspected under 
§§ 197.810 through 197.885; approval 
shall be subject to the condition that 
such labeling shall be so used as to com­
ply with the provisions of the Federal 
Food, Drug, and Cosmetic Act, amend­
ments thereto and regulations there­
under. The Food and Drug Administra­
tion is also authorized to revoke any 
such approval for cause. The Food and 
Drug Administration shall not approve 
labeling for processed shrimp intended 
for export, under the provisions of 
§ 197.880(e).- -

(d) No commercial brand or brand 
name appearing on labeling approved as 
authorized under paragraph <c) of this 
section and bearing the marks described 
in paragraph (a) of this section, and no 
labeling simulating any such approved 
labeling, shall be used, after such ap­
proval, on processed shrimp other than 
that which has been handled, prepared, 
packed, and stored in compliance with all 
provisions of §§ 197.810 through 197.885; 
but this section shall not apply to any 
packer’s labeling not bearing such mark 
after termination of inspection or with­
drawal thereof as authorized by § 197.815 
or to any distributor’s labeling not bear­
ing such mark after written notice by the 
owner thereof to the Food and Drug 
Administration that the use of such 
labeling on inspected processed shimp 
has been discontinued and will not be 
resumed.

<e) Shrimp labeling authorized by 
paragraph (a) of this section or ap­
proved under paragraph (c) of this sec­
tion shall be used only as authorized by 
§§ 197.810 through 197.885. Unauthorized 
use of such labeling renders the user 
liable to the penalties prescribed by the 
Federal Food, Drug, and Cosmetic Act, 
as amended.
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§ 1 9 7 .8 8 0  Certificates o f inspection; 
warehousing and export permits.

(a) After finding that the processed 
shrimp comprising any parcel has been 
handled, prepared, and packed in com­
pliance with all provisions of §§ 197.810 
through 197.885. bears labeling approved 
as authorized under § 197.870(c), and 
complies with all the provisions of the 
Federal Food, Drug, and Cosmetic Act, 
amendments thereto, and regulations 
thereunder, the inspector shall issue a 
certificate showing that such processed 
shrimp so, complies. The certificate 
shall specify the code marks to which 
it applies, the quantity of the parcel so 
marked, the place where such parcel is 
stored, the size of the shrimp, the'size 
and kind of containers, the type of pack, 
the commercial brand name on the la­
bels, the quality grade of the shrimp 
if it is fancy, the condition of the 
shrimp if it is broken or if it is sub­
standard in fill and the destination of the 
lot if known. Such certificate shall be­
come void if such labeling is removed, 
altered, obliterated, or replaced, or if 
mishandling, improper storage, or other 
circumstances so change the product 
that it no longer complies with the re­
quirements for the issuance of a cer­
tificate; but such processed shrimp m ay. 
be relabeled under the supervision of an 
inspector and recertified if the inspector 
finds that, after being relabeled, it com­
plies with the requirements laid down 
by this paragraph for the issuance of 
a certificate.

(b) Unless covered by certificate, proc­
essed shrimp shali be moved from an 
inspected establishment only for storage 
authorized under paragraph (c) of this 
section, or for export authorized under 
paragraph (e) of this section, or for 
destruction as provided by § 197.860(b).

(c) Applications to move unlabeled 
processed shrimp for storage in a ware­
house or cold storage plant elsewhere 
than in the establishment where such 
shrimp was processed shall be on forms 
supplied by the Food and Drug Adminis­
tration. The application shall give the 
name and location of the warehouse or 
cold storage plant in which such proc­
essed shrimp is to be stored, and shall be 
accompanied by ah agreement signed by 
the operator of such warehouse or cold 
storage plant th a t inspectors shall have 
free access a t all times to all processed 
shrimp so stored and that conditions 
which will preserve the identity of each 
parcel of such processed shrimp shall be 
continuously maintained pending issu­
ance of a certificate thereon or removal 
as authorized by paragraph (d) of this 
section. If such application is approved 
and it appears to the inspector that the 
processed shrimp comprising any parcel 
has been packed in compliance with 
§§ 197.810 through 197.885 and conforms, 
except for the absence of labeling, to all 
requirements of the Federal Food, Drug, 
and Cosmetic Act, amendments thereto, 
and regulations thereunder, the inspector 
shall issue to the applicant, on his re­
quest, a warehousing permit covering

such processed shrimp. Such permit 
shall specify the code marks to which it 
applies, the quantity of the parcel so 
marked, the places from and to which 
such parcel is to be moved, the size of the 
shrimp, the size and kind of containers, 
the type of pack, whether or not it is 
fancy grade, the condition of the shrimp 
if it is broken or if it is substandard in 
fill, and, if such be the case, that it is 
intended for export under paragraph (e) 
of this section. When any provision of 
the agreement is violated, the Food and 
Drug Administration may revoke any 
permit issued pursuant to such agree­
ment, and may also revoke its approval 
of the application for warehousing or 
cold storage which accompanied such 
agreement.

(d) Unless covered by certificate, 
processed shrimp stored under the au­
thority of paragraph (c) of this section 
shall be moved from the warehouse or 
cold storage plant where stored only for 
re-storage trader such authority, or for 
return upon written’ permission of the 
inspector to the establishment where 
processed, or for export authorized under 
paragraph (e) of this section, or for de­
struction as provided by § 197.860(b).
, (e) An application to export processed
shrimp trader-the provisions of section 
801 (d) of the act shall be accompanied 
by the original or a verified copy of the 
specifications of the foreign purchaser; 
if required by the Food and Drug Ad­
ministration, evidence showing that 
such processed shrimp is not in conflict 
with the laws of the country to which it 
is intended for export; and, if shipment 
of labeled processed shrimp is specified 
or directed, eight specimens of the label­
ing therefor. If processed shrimp pre­
pared or packed according to such speci­
fications is not in conflict with the laws 
of such country, the Food and Drug Ad­
ministration shall direct the inspector to 
issue to the applicant an export perpiit 
covering such processed shrimp compris­
ing any parcel ordered by such pur­
chaser under such specifications when 
the inspector finds that such processed 
shrimp was packed in compliance with 
the requirements of §§197.810 through 
197.885 regarding sanitary .conditions 
and processing; is not filthy, decom­
posed, putrid, or otherwise unfit for 
food, accords to such specifications; and 
is labeled on the outside of the shipping 
package to show that it is intended for 
export. Such permit shall specify the 
code marks to which it applies and the 
quantity of the parcel so marked, and 
shall show that such processed shrimp 
was packed under sanitary conditions, 
is wholesome, and accords to such speci­
fications. The applicant shall furnish 
to the inspector documentary evidence 
showing the exportation of all such proc­
essed shrimp.
§ 197.885 Inspection fees.

(a) (1) Except as otherwise provided 
by the regulations in this part, an initial 
payment of $500.00 shall accompany 
each application; thereafter, eight addi-
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tional advance payments of $500.00 shall 
be made on or before the first day of 
each month beginning July 1 and con­
tinuing through February 1 for the reg­
ular; inspection period; except that the 
Food and Drug Administration may re­
quire the full amount of advance pay­
ments prescribed by this paragraph to 
accompany the application of an appli­
cant who has defaulted in any payment 
due for any prior packing season.

(2) Whenever it is determined, with­
out hearing, by the Food and Drug Ad­
ministration that an establishment 
having the inspection service has been 
damaged by wind, fire, flood, or other 
calamity, to such an extent that pack­
ing operations cannot be resumed before 
the end of the fiscal year then current, 
no advance payments falling due after 
such calamity shall be required from the 
packer for that fiscal year; but whenever 
it is determined, without hearing, by the 
Food and Drug Administration that an 
establishment having the inspection 
service has been so damaged by any such 
calamity that operations must be sus­
pended temporarily, but can be resumed 
before the end of the fiscal year then 
current, advance payments falling due 
after such calamity and before the 
month of resumption of operations shall 
be postponed until operations are re­
sumed, and thereupon shall be paid in 
equal monthly installments dliring the 
period between the time of resumption 
of operations and June 1 of the fiscal 
year then current: Provided, That in the 
event of a determination described in 
paragraph (a) (2) of this section the to­
tal payments and deposits made by the 
packer involved shall be charged with 
the cost of the service made available for 
the establishment without regard to the 
method .provided hereinafter for com­
puting charges against payments and 
deposits for shrimp received, and the 
balance of the total payments and de­
posits for shrimp received remaining 
after such charges shall be refunded by 
the Administration to the packer after 
the completion of the fiscal year.

(3) Each application for an extension 
inspection period of 1 month shall be 
accompanied by a payment of $600.00, 
and at subsequent monthly intervals 
thereafter additional payments of 
$600.00 shall.be made; but if the final 
payment is to cover a period of less than 
30 days, then such payment shall be at 
the rate of $20.00 for each day of such 
period.

(b)(1) In addition to the payments 
prescribed in paragraph (a) of this sec­
tion, advance deposits based upon the 
quantity of shrimp received by the sub­
scribing establishment shall be made to 
underwrite adequately the cost of the 
inspection service. Such deposits shall 
be paid in advance in amounts of not 
less than $300.00, unless the Food and 
Drug Administration on an estimate of 
receipt of shrimp authorizes other 
amounts, and shall be computed a t the 
rate of 20 cents per 100 pounds of whole 
raw shrimp, or 35 cents per 100 pounds 
of raw headless shrimp, received by the 
plant. For the purposes of this section, 
the quantity of shrimp received by an 
establishment shall be determined by 
weighing on a suitable scale immediately 
after such shrimp leaves the initial in­
spection belt: Provided, however, That 
other arrangements for determining ac­
curately the weight of shrimp received 
may be employed if approved in advance 
by the Food and Drug Administration. 
A record of such weights shall be main­
tained and made available to the inspec­
tor upon his request. Any advance de­
posits in excess of those required for 
actual shrimp received for the fiscal year 
(July 1 through June 30) shall be re­
funded to the packer by the Food and 
Drug Administration after the comple­
tion of the fiscal year.

(2) Deposits for shrimp received as 
computed under paragraph (b)(1) of 
this section, together with production 
deposits prescribed for oysters canned 
under § 197.385(b) (1), shall be charged 
with the balance of the total cost of the 
inspection service that has not been pro­
vided for by the combined total payments 
under paragraph (a) of this section and 
§ 197.385(a), in the case of canned oys­
ters. The balance of the deposits remain­
ing for shrimp received after such 
charges have been made shall be re­
funded by the Food and Drug Adminis­
tration to,the packers after the comple­
tion of the fiscal year, in the ratio which 
each packer’s ^deposits for shrimp re­
ceived and production deposits for oys­
ters canned bears to the combined total 
of such deposits for shrimp received and 
oysters canned by all packers for the 
fiscal year.

(3) When inspection service is with­
drawn from an establishment as author­
ized under § 197.815(a), the Food and 
Drug Administration shall not return to 
the packer any advance payments and/ 
or deposits required to the date of with­

drawal of the service. Such payments 
and/or deposits shall be charged with 
the cost of the service made available 
for the establishment, without regard to 
the method described in this section, and 
the balance which would have accrued to 
such packer shall remain to the credit 
of the Food and Drug Administration in 
the special account “Salaries and Ex­
penses, Certification and Inspection 
Services.’’

(c) A separate fee shall be paid to 
cover all expenses, incurred in accord­
ance with the regulations of the United 
States Government for salary, travel, 
subsistence, and other purposes incident 
to inspection described under § 197.825 
(b) of suppliers of any materials to es­
tablishments under the inspection serv­
ice or for the purpose of issuing a cer­
tificate or warehousing or export permit 
on processed shrimp stored or held at any 
place other than an establishment to 
which a seafood inspector is then 
assigned.

(d) When the processing plant and 
the warehouse or cold storage plant of 
an establishment are located at different 
points of such distance apart that trans­
portation between them is required for 
the inspector to perform his duties in 
the establishment, the packer shall fur­
nish such transportation or shall pay a 
separate fee to cover all * expenses 
therefor.

(e) All payments required by the reg­
ulations in this part shall be by bank 
draft or certified check collectible at par 
drawn to the order of the Food and Drug 
Administration, and payable at Wash­
ington, DC. All such drafts and checks, 
except those for the payment required by 
§ 197.810(a), shall be delivered to the 
inspector and promptly scheduled to the 
Food and Drug Administration, Depart­
ment of Health, Education, and Wel­
fare, Washington, DC, whereupon after 
appropriate records thereof have been 
made, they shall be transmitted to the 
Chief Disbursing Officer, Division of Dis­
bursement, Treasury Department, for 
deposit to the special account, “Certifi­
cation and Inspection Services, Food and 
Drug Administration.”

(f) All refunds to the packers shall be 
by check drawn on the Treasury of the 
United States pursuant to refund vouch­
ers duly certified and approved by the 
designated administrative officers.

[FR Doc.77-7048 Filed 3-14-77;8:45 am]
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certain titles of the CODE OF 

FEDERAL REGULATIONS without 
reading the Federal Register every 

day? If so, you may wish to subscribe 
to the “Cumulative List of CFR  

Sections Affected,” the “ Federal 
Register Index,” or both.
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$ 10.00

. '• per year
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